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INTRODUCING THE ONLY PORTABLE

OPHTHALMOSCOPE CAPABLE OF
RECORDING HIGH-DEFINITION IMAGES AND
VIDEO OF THE RETINA

The innovative D-EYE Portable
Retinal Imaging System easily at-
taches to a smartphone (Apple or
Samsung), creating a ophthalmic
camera capable of record-
ing high-definition video
and still images of the in-
terior of the eye for health
screening and evaluation.

A VALUABLE, MOBILE ACQUISITION TOOL

D-EYE can be used to conduct routine eye examinations and retinal

screenings anywhere in order to allow clinician to:

- See the optic nerve head without dilating drops

» Look for neurological disorders associated with the eye

« Record images of children and infants without dilation drops

- Use to examine bed-ridden patients

- Use in emergency room evaluations

- Review before and after treatment images with patients, and
parents or guardians




USED TO RECORD IMAGES AND VIDEO OF

GLAUCOMA  MACULAR HOLE ASTROCYTIC  OPTIC GLIOMA
HAMARTOMA CHILD

D-EYE FEATURES

- Field of view of up to 20 degrees

- Portable - requires no external power or lighting
» Prescreen anywhere and share with other specialists immediately via the web
- Non-invasive, convenient and ergonomic
- Eliminates corneal glare

- Provides high-definition images

» Record multiple images or videos
» Built-in patient information file

- Optional private and secure cloud-based storage system
iOS and Android based applications

CERTIFICATION AND PRIVACY

The D-EYE organization fulfils the Quality Management Requirements of I1SO 13485, FDA GMP
and HIPAA Patient Privacy Standards.

Required product safety and certifications will be completed where required for global accept-
ance in the medical community.

Current registrations: U.S. Food and Drug Administration - PJZ Ophthalmic camera regulation
number 886.1120 class 2 510(K) exempt; CE - Medical Device Directive 93/42/CEE class |
D-EYE may be classified as an ISO 15004-2, group 2, device with some smartphones.

APP APPLE iOS AND ANDROID

D-EYE is easy to learn and simple to use. Download the smartphone app, affix the mounting
bumper and fundus lens, set up patient/exam file, focus the phone’s camera and begin record-
ing. It's that easy, that simple.
Download the D-EYE app:

0 App Siore p o gy || .

( Lopn |

Start examination |




20151126

SDE1312W10001

D-EYE
D-EYE App Guide

App Version
iPhone 1.1.12
Android 1.1.0

Description

The portable D-EYE retinal and eye examiner attaches to a smart-
phone to record high-resolution images and video of the interior
of the eye for ophthalmic and clinical assessment. The innovative
fundus lens system allows regular screenings of the eye providing
specific information about noticeable eye diseases, and it also can
be used as a pre-screening recording device for further evaluation
of specific medical conditions.

The low-cost D-EYE system will enable sharing the images and
related data via the HIPAA-compliant D-EYE ImageVault™ cloud
service (available late 2015) for diagnosis by various medical
specialists, facilitating wide-spread screening anywhere, even in
developing countries, bringing critical eye screening services to
people in the most remote locations.

WARNINGS

e  For safety reasons the D-EYE App does not work on jailbreak
Apple smartphone.

e Install 1.1.9 and later versions for Apple devices with iOS 9.

e The supported smartphones are Samsung S4 and S5 and
iPhone 5/5S and 6.

D-EYE Srl

Via Niccold Tommaseo 77
35131 Padova, (PD), ltaly
Tel. +39 049 781 1860
www.d-eyecare.com

info @d-eyecare.com

The final design, including color, may differ from printed images.
© Copyright 2015. D-EYE Srl. All Rights Reserved.
D-EYE, D-EYE Vet and the D-EYE Portable Retinal Imaging System are trademarks of D-EYE Srl.
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SIGN IN AND LOGIN

D-EYE is easy to learn and simple to use. Download the smartphone app, affix the mounting bumper and fundus lens, set up patient/
exam file, focus the phone’s camera and begin recording. It's that easy, that simple. You can download the D-EYE app for your smart-
phone from either the Apple Store or Google Play Store. It can be found by searching for D-EYE. Once downloaded, you can launch the
D-EYE app and register.
= - -
of THIS APP WITHOUT THE
 DEYEINSTALLED IS STRICTLY t lack About
FROHIBITED! THIS APPLICATICN IS NOT
INTENDED TO BE LSED AS A STAND
ALONE SOFTWARE. SERIDUS INJURY MAY
QCCUR ALSO IF YOL LISE A SMARTRHONE
WITHOUT THE D-EYE BEVICE TOGETHER
WITH APPLIGATION,

The product is to be used by physicians and
or a tralned operator. The acquisition of the
Images must bealways and anly with the
davice hardwars installad az instructed.
Incorect use of the appleation (no dovice
connected o connected incarrectly) can
oause damagea to the device and to the
peopla invelved. Required product safety
and certifications will be completed for
placal acceplancs in the medical commurnity.
Current registrations:

- LI.5; Food and Dinig Administration © HKI
Cphithalmis a class fl 510(K) sxempt
- Medical Device Directive 93/22/CEE class |
ruke 12

HiPAA Patlent Privacy Standords

Recaver passwird

Si14 organization fulfils the Quality
Maragament Reguirements of 150 13485
and FOA GMP. Signup

| Dont Accept

| Accept

0 READ THE DISCLAIMER CARE- Log into the D-EYE app. If you have not e Provide a user name and password

FULLY. You must accept and con- registered, click on Signup in the upper for your account and click Signup to
firm the rules and the restrictions of left. get the D-EYE app. The password
the disclaimer to access the D-EYE can be reset, but previously ac-
login page. quired data will be lost.

GLOSSARY

For health professionals who may not be familiar with all diseases and conditions of the eye, the app contains a pathology glossary, with
images, to assist in evaluating the photos and video recorded by the D-EYE.

No S M

< D-EYE Glossary . Diabetic Retinopathy

Diabetic Retinopathy
Mild Nonpraliferative Retinapathy

@ Archive Glaucoma At lssst one microaneurysm, and defintion not met
tar 1 Ty, SEVEnE

nenprolifarative retincoathy.

@ Glossary Hypertensive Retinopathy

@ Motifications Papilledema

@ Support Retinal Vascular Occlusion

o A pathology glossary is available in e Select a pathology for more information. Swipe left and right to scroll through

the app. pages.
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RETINA SCREENING

Verify that the mounting bumper and D-EYE lens are firmly attached to the phone and start the examination. To begin, click on “Retinal
Screening” and set up the parameters for the examination.

M

R

@ Archive
@ Glossary

=

Multishot
QWERTYU I

ASDFGHUJK L O weo

_— T

EE—
Start examination)
e

1
B8 | -

e Select Retinal Screening. Using the touch-screen keypad, enter Check the settings by clicking on “Set-
the patient's name or an identification tings” in the upper right corner of the
code. screen, and change as needed.

Retina Screening - SETTINGS

The D-EYE smartphone app allows you to manage various settings for the acquisition of images and video.

Mo SIM = 11:02 AM % 100% I+ 2 Zoom Level of displayed image.
< Settings D-EYE

GENERAL Photo acquisition frequency in

Z . % multishot mode.
oom

e Number of photos to acquire in

Shoot a photo every 2 ser _-7 multishot mode.

Num of photos to shoot 20 photos

VIDEO _ - Max video length in video mode.

Max video length 1 min

Quality  Standard Quality (720p) > Recording video quality. Video
file size increases with increasing

RecordAudi ' i i
ecord Audio L, video quahty.

tA

Enable/disable audio recording in
video mode.

Once you have adjusted the settings for the examination, click “Settings” in the upper left corner to return to the “Retinal Screening”
page to begin the exam.
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FOCUS PROCESS

This application requires some information of the patient in order to configure the focus optimally.

START

Dilated

eye? yes_ > Perform examination \ ®

Emmetropic

Refractive
error?

Leave the
D-EYE device .
attached Leave the
D-EYE device
attached

Remove the
D-EYE device

I

]

Focus on a target at !

an infinite distance (>3 meters)
and lock the focus

Focus on a target at
the distance indicated on the app
during the focus configuration and
lock the focus.
The distance depends on the pa-
tient refractive error. See the table:

v

Focus on a target at
the distance indicated on the app
during the focus configuration and
lock the focus.
The distance depends on the patient

Perform examination

\O

refractive error. See the table:

Hyperopic Error

Target Distance

Myopic Error

Target Distance

2 diopters

50 cm / 20 inches

2 diopters

12.cm/5inches

3 diopters

30 cm/ 12 inches

4 diopters

17 cm/ 7 inches

4 diopters

25cm/ 10 inches

6 diopters

25cm/ 10 inches

5 diopters

20 cm/ 8inches

8 diopters

50 cm /20 inches

10 diopters

infinite (~3 meters)

Reconnect the
D-EYE device

Perform examination

Perform examination
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HOW TO CONFIGURE FOCUS

You can set the camera focus step-by-step before starting the examination, by following the guide on the screen of the smartphone. The
app asks some questions about dilation and refractive error, and then indicates on how to set the focus. If you are an advanced user, you
can use the manual configuration of the focus.

1 Ll Mo Sil = 10:01

< D-EYE Retinal Screening Se Focus setup

Mydriatic eye?

@ ©
“ | D

For dilated eye,
start the exami-
nation.

®  wuishot For undilated
eye, select and

O vid configure the
faeo degree of the

refractive error.

Ty
|\Start examination-.|

i

@ Enter the patient’s name or ID code,

configure the examination for either
left or right eye viewing, select multi-
shot or video mode and press “Start
Examination” to begin the setup of
the focus.

10:01

Focus setup

10:01 K

Without error selected: Focus setup Manual

1. Attach the D-EYE device T J

2.Focus on a target at an in-
finite distance (>3 meters)
and lock the focus

1001

Focus setup Manual

No SN =

With myopic error selected (pupils

less than 3mm):

1.Remove the D-EYE lens from
the phone

2.Focus on a target at a distance

= according to the myopic error

With hyperopic error selected (pupils less (example 7 inches/17cm at 4

than 3mm): diopters)

1. Attach the D-EYE device 3. Lock focus.

2.Focus on a target at a distance ac- 4.Reconnect the D-EYE lens.
cording to the hyperopic error selected _ 5. Perform the examination.
(example 12 inches/30cm at 3 diopters) .

3. Lock the focus.

4. Perform the examination.
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Retina Screening - MULTISHOT

The application allows you to record the examination either as a series of still images (Multishot mode) or a full motion video. In Multishot
mode, the camera will take a sequence of still shot images. You can control the number of images taken and the time between shots in
the “Settings” section of the app. For Android device, there are not the sliders for the light because there’s no need to adjust them.

not available
)for Android

@  Multishot

Video

. B
\Start examination..|

@ After entering the patient’s name or ID @ Before performing the examination con- Click on the slider and the button
code, select “Multishot” mode and the figure the settings of LED clicking on near the @ icon to adjust the in-
eye you are about to examine, right or {6} icon. tensity of the LED or to turn it off.
left. Click on the slider near the
icon to adjust the exposure for
the contrast.
Click on the gray circle to start
recording and wait for the acqui-
sition of a sequence of images.
Adjustments of light and expo-
sure are stored for the next
0942 Ho Sitt 10:37 AM examination.
Discard Result < Back Analyze
If you choose the manual con-
figuration of the focus, the [AF:
icon appears that allows you to

-- set the focus manually.

[

When the Multishot photo sequence @ Pressing on the thumbnail image brings

is complete, you will see the “Result” up the larger image on the “Analyze”
page and the multiple images that page, allowing you to evaluate the im-
were taken during the exam. To view age and delete any that are not suitable
an enlarged image of a photo, press for diagnosis.

on the image until the larger version

appears on the screen.
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Retina Screening - MULTISHOT

Next, you can choose what to do with the examination result. The D-EYE app allows you to share your examination with the patient, other
doctors and within your healthcare or hospital system. Images and video can be shared without Personal Health Information (PHI) via email
or the phone’s camera roll. Coming later in 2015, you will be able to upload images and video (with PHI) to the D-EYE ImageVault™, a
secure HIPAA-compliant cloud service, to store the examination into the Patient Health Record.

Na SIh 10:35 AM . ' = oE
< D-EYE Retinal Screening oqaut
— - Retinal Screening

© © Archive

Glossary
Right Left

Motifications

NN AN S Suppor

Mame rfl

._ it

@  Muishot

() video
P
Start examination
On the “Result” page, choose what to
do with the examination result:
o Restart the examination. A) Clicking on “discard”, restarts the The exam was saved in the
examination. archive. From here you can
B) Clicking on “save”, archives the ex- access the archive with your
amination. T password or you can perform
C) Clicking on the share icon [ | a new exam.
the pictures will be sent by email, or
saved in the phone’s camera roll photo
gallery.
D) Clicking on the file icon in the lower
right of the screen 3 allows you to
associate a pathology with the exam. Normal fundus

On the top it's possible to add some Glaucoma
notes about the examination. Diabetic retinopathy
Maculopathy

Retinal vein occlusion

Retinal artery occlusion

Papilledema

Sharewith... Retinal detachment

Email Uveitis

Camera roll Chorioretinal atrophy

Cancel

e You can easily share your exami- Q Tag a pathology to the image(s). As-

nation with the patient, other doc- sociating a pathology with the exam
tors and within your healthcare or helps to locate the exam results in
hospital system. With the D-EYE the archive, and to classify the exam
app, images and video can be for discussion with other physicians.
shared (without PHI) via email or the

phone’s camera roll.




Retina Screening - VIDEO

In addition to Multishot mode, the D-EYE app allows you to record the retina examination in full motion video. The video mode is helpful
for obtaining a complete panoramic view of the posterior of the eye, as you are able to move the phone up and down, and side-to-side to
capture a full view. Through post-exam editing, you can select the very best frames for archiving (and reducing the video file size). For
Android device, there are not the sliders for the light because there’s no need to adjust them.

No Sik

10:35 AM

< D-EYE Retinal Screening Settings

Mame

e

©

Right

Multishot

Video

Start examination l

Left

™,

______ \lc

@ Enter the patient’s name or ID code, @ Before performing the examination con-

configure the examination for either

figure the settings of LED clicking on

left or right eye viewing, and select {E} icon.
“Video” mode.

Quick Review of the Image

@ . 00:00 {?}

Back

Recard

Saitings

@ Before starting with recording,
tap the screen for a quick re-

view of the image.

With the still image you can
zoom in with a double tap or
a pinch.

With a single tap you can
close the quick review and
come back to the examination.

. 00:00

20

5®

D-EYE

. 00:00 {?}

Back Record Saitings

Click on the slider and the button
near the " icon to adjust the in-
tensity of the LED or to turn it off.
Click on the slider near the [Z4
icon to adjust the exposure for
the contrast.

Click on the red circle to start re-
cording. The red circle will turn to
a red square when the recording
begins. To stop the recording,
just press the red square.
Adjustments of light and expo-
sure are stored for the next
examination.

If you choose the manual con-
figuration of the focus, the E"-.I-—I
icon appears that allows you to
set the focus manually.

not available

}forAndroid
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ARCHIVE

Access the archive at any time to view saved examinations. Saving exams is useful in comparing images of similar pathologies and track-
ing the progression of a patient’s disease or condition over time.

< D-EYE Archive

T, Search exam name, tag or note

Archive
Enter the password to access the

e NORMAL FUNDUS

MName
rd 28/04/2015 09:51

Name
Cancel C 2UEP015 08:49

@ Motifications UVEITIS

MName 2

@ Support 20/04/2015 09:49
Ul

NOT TAGGED

Name 3
2RMAP01E 100

@ Examination data are encrypted in @ Enter your password to access the @ Encrypted data of individual ex-
the smartphone. Without a pass- archive. ams are sorted by pathology tag,
word, the user cannot access the date, patient name and note.
data. To view past, saved exams,
click on “Archive” on the home
screen.

NOTIFICATIONS

The app is always in touch with you.

A Bac ;] 1 [ Mo S 10:45 AM

{ D-EYE  Notifications

Nao notification to read

@ Motifications
---
@ Support

@ You can access the notifications @ Read the notifications.
available for you.
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SUPPORT

Learn about D-EYE products, view online manuals, get the latest downloads, and more. Get service, support, and professional advice
from the D-EYE team.

Retinal Screening To: customerservice@d-ayecare,.com

Co/Boo:
Archive

Sunject: Support

Glossary INSERT YOUR MESSAGE

Notifications

<ol Username: user@d-eyecare.com
Smartphone: iPhone 55

Feedback )

05105 8.3

Support o App:1.0.2
D-EYE: D-EYE_11.01.01

Support

User manual

Assistant mode Sent from my iPhone

Cancel

Clicking Support will open an email By selecting Support you open an email to us at customerservice@d-eyecare.com
to customerservice@d-eyecare.com to send us:
in which you can report your feed- e Feedback on reactions to the product (device + app);
back or ask for assistance. e Support, Technical Issues and troubleshooting requests;
or download the User manual.

SUPPORT / Assistance Mode

At the first launch of the D-EYE App, the assistance mode is active.
It's possible to re-active the assistance mode from the support menu.

N

i N ) Notifications
Nt

Eupport s

i (D) Devices
Feedback 7 n . - —

Support ] ':é:.‘ Support

User manual

Assistant mode @\Q

Cancel

@ Select “Assistant mode” on the support screen.




CAUTION

Read “User Guide Annex 1”(p.153)
Leggi “User Guide Annex 1”

Lire “User Guide Annex 1”

Leer “User Guide Annex 1”
Lesen “User Guide Annex 1”
Ler “User Guide Annex1”

D-EYE User Guide

SDE1312W10001
English
Italiano

Francais
Esparniol
Deutsch
Portugués
Pycckuin
FE
BAEA
Pilipino
k29|



4 N

Errata corrige of “D-EYE User
Guide REF:SDE1312W10001”
U.S. Food and Drug Administration
- PJZ Product Code substitutes
HKI on “Disclaimer” pages number:
7 31,43,55,67 79,91, 103, 115,
127,139

/

The final design, including color, may differ from printed images.

Copyright © 2015 D-EYE Srl. All Rights Reserved.
Printed in Italy
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D-EYE
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-t=9| 138
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DISCLAIMER

WARNING! USE OF THIS APP WITHOUT THE D-EYE INSTALLED IS STRICTLY PROHIBITED! THIS AP-
PLICATION IS NOT INTENDED TO BE USED AS A STAND ALONE SOFTWARE. SERIOUS INJURY MAY OC-
CURALSO IF YOU USE A SMARTPHONE WITHOUT THE D-EYE DEVICE TOGETHER WITH APPLICATION.
The product is to be used by a licensed healthcare practitioner or a licensed trained operator. The acquisition

of the images must be always and only with the device hardware installed as instructed. Incorrect use of the
application (no device connected or connected incorrectly) can cause damage to the device and to the people
involved. Required product safety and certifications will be completed for global acceptance in the medical com-
munity. Current registrations:

- U.S. Food and Drug Administration : HKI Ophthalmic camera class Il 510(K) exempt;

- Medical Device Directive 93/42/CEE class .

D-EYE with some smartphones could be a ISO 15004-2 group 2 device.

CAUTION - The light emitted from this instrument is potentially hazardous. The longer the duration of exposure,
the greater the risk of ocular damage. Exposure of light from this instrument when operated at maximum inten-
sity will exceed the safety guideline after 3 min.

The range of focus adjustment for compensation of patient’s refractive error is: -10 D to +8 D.

The D-EYE organization fulfils the Quality Management Requirements of ISO 13485, FDA GMP and HIPAA
Patient Privacy Standards.

Complaints and reportable events may be provide to D-EYE by app/website section or by email to
support@d-eyecare.com, or by mail to D-EYE Srl via Niccolo Tommaseo 77 35131 Padua ltaly. Please contact
us should you like to receive more information about the product and our current research programs.

D-EYE




MECHANICAL INSTALLATION

D-EYE

Upper side Bottom side

L .

S ’6‘4

0 Remove the D-EYE device from the box.



Mechanical Installation @ .




Mechanical Installation

D-EYE

e Open the bumper and insert your smartphone, taking care to match the openings
on the bumper with the battery connection and buttons of the phone.



Mechanical Installation

ws or the clip.

nd close the scre

the smartph

P the bump

11



Mechanical Installation @ iPhone 5/5S and 6

o
il

iPhone 5/5S iPhone 6

A magnetic system will help correctly position the device on the smartphone. Look at the
possible attached sheet to see the mechanical installation for the other smartphones.

e Place the bottom side of the D-EYE device in contact with the smartphone.



Mechanical Installation @ Samsung S4 and S5

D-EYE




Mechanical Installation @ iPhone 5/5S and 6

D-EYE

iPhone 5/5S iPhone 6

the camera of the smartphone. The center of the transparent window should be aligned
with the LED of the smartphone.

e The transparent circle on the bottom side of the D-EYE device should be aligned with



Mechanical Installation @ Samsung S4 and S5

D-EYE




Mechanical Installation

D-EYE

Start the D-EYE App. Position the smartphone near the patient’s face (1-3 cm) with the
D-EYE device facing the patient and the smartphone display facing the screener.



Mechanical Installation

D-EYE




LIGHT CONDITIONS FORTHE EXAM @
Exam is best conducted in dim light conditions. Panoramic retinal examinations (till the equator) can be per-
formed only with dilated pupil. The optic nerve head and the posterior pole can be assessed through undilated
pupil, with diameter not smaller than ~3 mm.

To assure that the patient’s nose is not in the way of the camera, for iPhone models we suggest keeping the
smartphone vertical for the right eye and horizontal for the left eye.

Acquisition is conducted similarly to direct ophthalmoscopy by placing the D-EYE at a distance of 1-3 cm from
the patient’s eye: the shorter the distance from the eye, the wider the observed field of view.

A video showing the correct acquisition procedure is available at: hitp://www.d-eyecare.com

For most eyes, suggested light intensity (option available for iPhone users only) is between 2/4 and 4/4 accord-
ing to the size of the pupil and retinal pigmentation.



TIPS

Tips: To visualize the optic nerve head, ask the patient to look straight ahead and approach with the phone
slightly tilted toward the patient’s nose. To visualize the macula, approach the eye straight on, toward the
posterior pole, or ask the patient to look directly at the light from the D-EYE. To visualize the peripheral retina,
tilt the smartphone toward the retinal quadrant to be examined and/or ask the patient to look in that direction
(i.e. to examine the temporal retinal quadrant, slightly tilt the light beam temporally and ask the patient to look
temporally).

D-EYE

We suggest selecting “video” retinal screening instead of “multishots” during the learning curve of the procedure.

19



APP INSTALLATION FOR iOS

TEg wazen oo -
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Open the App Store and search for the D-EYE app. Install the application on your iPhone.
Download the App Guide on http://www.d-eyecare.com/documentation.




APP INSTALLATION FOR ANDROID D@

Open the Play Store and search for the D-EYE app. Install the application on your
Android phone. Download the App Guide on http://www.d-eyecare.com/documentation.



LOGIN AND SIGNUP

D-EYE

Login: | Signup ]

| Accept

0 READ THE DISCLAIMER CAREFULLY. You must accept and confirm the rules and the
restrictions of the disclaimer to access the login or signup D-EYE page.



® FOCUS

D-EYE

= Dilated eye: point the smartphone at the patient’s face and move the D-EYE near the eye, aiming at the red eye reflec-
tion. The autofocus will automatically compensate for the refractive error of the eye. Once the smartphone correctly
’ LN - ) i
focuses the retina, tap thel__a.Fchon to lock in the correct focus. Perform the retinal examination.

= Undilated eye with no refractive error: for emmetropic undilated eyes. Keep the autofocus active, focus on a target at
an infinite distance (~3 meters), Lock the focus with a tap on the E\F: icon, Perform the examination.

= Undilated eye (pupil’s diameter smaller than 3 mm) with = Undilated eye (pupil’s diameter smaller than 3 mm) with

hyperopic error: myopic error:
1. Keep autofocus active. 1. Remove the D-EYE device.
2. Focus on a target at a distance according to the 2. Keep autofocus active.

following table: 3. Focus on a target at a distance according to the
Hyperopic Error Target Distance following table:
2 diopters 50 cm / 20 inches Myopic Error Target Distance
3 diopters 30 cm/ 12 inches 2 diopters 12 cm /5 inches
4 diopters 25 cm /10 inches 4 diopters 17.0m /7 inches
5 diopters 20 cm / 8 inches 6 diopters 25 cm /10 inches

. 8 diopters 50 cm / 20 inches

3. Lo:fk focus with a click on AF,. 10 diopters infinite (~3 meters)
4. Perform examination. 4. Lock focus with a click'on T -

5. Reconnect the D-EYE device.
6. Perform examination.



SAFETY INFORMATION
D-EYE

* General Warning: Failure to follow these instructions could result in injuries or damage to D-EYE or to
people involved in using the D-EYE.

* Handling and Transportation: D-EYE is made of fragile components. Do not drop, disassemble, burn, or
paint. Do not use if damaged. The upper and bottom face are made of glass. These parts can be damaged by
a drop or a strong shock. Do not use a damaged D-EYE and do not touch the glass faces. Put D-EYE in its
packaging after using.

* Smartphone Compatibility: D-EYE is designed and tested with compliant smartphones. Using the D-EYE
with non-compliant smartphones could damage the D-EYE product, the smartphone and the people who are
being screened; moreover D-EYE analysis results may not be valid or reliable.

¢ Cleaning: Clean the D-EYE metal ring and bumper with a soft cloth soaked in alcohol or mild cleaner/dis-
infecting solution. Clean the lenses with a clean optical grade cloth. Do not use any solvent-based cleaners on
the lenses. Do not immerse D-EYE in any solution.

* Disinfecting: Do not sterilize the D-EYE.



Safety Information

D-EYE

¢ Water: Do not expose the D-EYE to water or rain. Avoid using and storing in moist places. Do not spill liquid
or food on the D-EYE. Allow the D-EYE to air-dry; do not use heat sources.

* Choking Hazard: Some D-EYE accessories may present a choking hazard to small children. Keep these
accessories away from small children.

* Temperature Range: The D-EYE is designed to operate from -20°C to +45°C. Operating D-EYE outside of
this temperature range could damage the device. Avoid using the D-EYE during rapidly changing temperature
or humidity conditions to prevent condensation over or inside lenses.

* Magnets: D-EYE uses 4 magnets to attach the device to the smartphone. Do not put magnets close to
magnet-field-sensitive items such as credit and bank cards, pacemakers, defibrillators, electric and electronic
systems, display screens, notebook, mechanical watches, or speakers. The magnet has a protective covering.
Dropping or striking on hard surfaces could irreversibly damage the magnet. The covering contains nickel; avoid
prolonged contact with skin.




SECURITY, CONFIDENTIALITY oEvE
E 1. Integrity, and Availability. Any password used for the D-EYE application is for individual use only. Users are

responsible for the security of the password.

2. The security features of the D-EYE application enable users to meet obligations to ensure the confidential-
ity, integrity, and availability of patients’ health information. Protecting patient data is solely the responsibility of
the user. Users must verify patient identity before storing or sending patient records. D-EYE also recommends
enabling a passcode in iOS to further protect the iPhone.

3. Managing data backup is the user’s responsibility. D-EYE is not responsible for data backup, restoration or
archiving.

4. Examination data are encrypted in the smartphone. Without a password, the user cannot access data. The
password can be reset, but previously acquired data will be lost.



WARRANTY
D-EYE

1. D-EYE Srl warrants the D-EYE to be free of original defects in material and workmanship and to perform m

in accordance with the manufacturer’s specifications for a period of one year from the date of purchase. THIS
WARRANTY APPLIES ONLY TO THE ORIGINAL CONSUMER PURCHASER OF THIS PRODUCT.

2. If this instrument is found to be defective or at variance with the manufacturer’s specifications during the
warranty period, D-EYE will repair or replace the instrument or component with a product of like kind or quality,
which may be new or reconditioned with no charge to the purchaser for parts or labor. The repaired or replaced
product will be warranted for 90 days from the date of return shipment or for the balance of the original war-
ranty, whichever is longer.

3. This warranty only applies to D-EYE systems purchased new from D-EYE or its authorized distributors or
representatives.

4. The purchaser must return the D-EYE system directly to D-EYE or an authorized distributor or representa-
tive and bear the cost of shipping. For repair or replacement on a D-EYE product the purchaser must obtain
a Return Material Authorization (RMA) number from D-EYE support by submitting a repair request via email
writing to support@d-eyecare.com.

5. This warranty does not cover breakage or failure due to tampering, misuse, neglect, accidents, modification
or shipping.



Warranty

D-EYE

6. D-EYE SHALL NOT BE LIABLE TO YOU OR OTHER PERSONS FOR CLAIMS, LOSSES, COSTS,

E EXPENSES, DAMAGES WHATSOEVER DERIVING FROM MISUSE OF THE PRODUCT. D-EYE WILL, IN
NO WAY, BE HELD RESPONSIBLE FOR ANY DAMAGES RESULTING FROM AN INCORRECT USE OF THE
DEVICE EVEN IF D-EYE HAS WARNED ABOUT SUCH POSSIBILITIES.

7. This warranty is void if the instrument is not used in accordance with the manufacturer’s recommendations

or if repaired or serviced by anyone other than D-EYE or a D-EYE authorized representative. No other express
or implied warranty is given.



SYMBOLS LIST ACCORDING TO EN980 D@E

Symbols Title Description

CE marking of Conformity Indicates the CE marking of Conformity as
defined in EU directive 93/42/EEC, Annex XII

Manufacturer Indicates the medical device Manufacturer
as defined in EU directive 93/42/EEC.

Serial Number This symbol shall be accompanied by the
manufacturer’s serial number.

Catalogue Number This symbol shall be accompanied by the
catalogue number.

Caution Consult accompanying documents.
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DISCLAIMER
D-EYE

ATTENZIONE! LUTILIZZO DI QUESTA APPLICAZIONE SENZA “D-EYE” INSTALLATO E SEVERAMENTE

VIETATO! QUESTA APPLICAZIONE NON E STATA PROGETTATA PER ESSERE UTILIZZATA COME
SOFTWARE STAND ALONE. S| POSSONO VERIFICARE LESIONI GRAVI NEL CASO D’UTILIZZO DEL
PRODOTTO SU UNO SMARTPHONE SENZA LAUSILIO DELLAPPLICAZIONE APPOSITO.

Il prodotto deve essere utilizzato da un medico specialista o da un operatore qualificato autorizzato.
L'acquisizione delle immagini deve avvenire sempre e solo con il dispositivo hardware installato come da istruzi-
oni. Lutilizzo scorretto dell’applicazione (senza dispositivo collegato o montato in maniera non conforme) puo
provocare danni al dispositivo e alle persone coinvolte. Le richieste di sicurezza del prodotto e le certificazioni
saranno completati per 'accettazione della comunita medica globale. Le certificazioni attualmente processate
sono:

- U.S. Food and Drug Administration: HKI Ophthalmic camera class Il 510(K) exempt;

- Medical Device Directive 93/42/CEE class |.

D-EYE con alcuni smartphone potrebbe essere un dispositivo ISO 15004-2 di gruppo 2.

ATTENZIONE - La luce emessa da questo strumento e potenzialmente pericolosa. Pil lunga & la durata
dell’esposizione, maggiore ¢ il rischio di danno oculare. Lesposizione di luce azionata alla massima intensita
non deve superare i 3 min. La gamma di regolazione del fuoco per la compensazione di errore di rifrazione del
paziente €:-10 D a +8 D.

D-EYE soddisfa i requisiti di gestione della qualita ISO 13485 e FDA GMP e HIPAA Patient Privacy Standards.
Per qualsiasi lamentera rivolgersi a D-EYE da dalla sezione app del sito o via email a support@d-eyecare.com
o per posta al D-EYE Srl via Tommaseo 77 35131 Padova ltalia. Vari test clinici sono in corso. Per favore, contat-
taci se desideri ricevere piu informazioni sul prodotto e sui nostri programmi di ricerca.”



INSTALLAZIONE MECCANICA

D-EYE

Rimuovere il dispositivo D-EYE dalla confezione (vedi illustrazione a pag. 8).
. Prendere la custodia e svitare le viti di bloccaggio o aprire la clip (pag. 9).
. Aprire la custodia e inserire il proprio smartphone (pag. 10).
. Chiudere la custodia sullo smartphone e avvitare le viti o chiudere la clip (pag. 11).
. Posizionare il lato inferiore del dispositivo D-EYE in contatto con lo smartphone. Un sistema magnetico
contribuira a posizionare correttamente il dispositivo sullo smartphone. Visualizza il possibile foglio in allegato
per l'installazione meccanica di altri smartphone (pag. 12).
6. Il cerchio trasparente sul lato inferiore del dispositivo D-EYE deve essere allineato con la fotocamera dello
smartphone. Il centro della finestra trasparente deve essere allineato con il LED dello smartphone (pag. 14).
7. Avviare I'applicazione D-EYE. Posizionare lo smartphone vicino al viso del paziente (1-3 cm) con il disposi-
tivo D-EYE rivolto verso il paziente e il display dello smartphone rivolto verso I'analizzatore (pag. 16).
8. Iniziare 'esaminazione del fundus oculi (pag. 17).

b wN =

INSTALLAZIONE APPF, LOGIN E REGISTRAZIONE

9. Aprire IApp Store e cercare I'app D-EYE. Installare I'applicazione sul proprio iPhone.

Scarica la guida dell’applicazione su http://www.d-eyecare.com/documentation (pag. 20).

10. Aprire il playstore e cercare 'app D-EYE. Installare I'applicazione sul proprio Android smartphone (pag. 21).
11. LEGGERE ATTENTAMENTE IL DISCLAIMER. Per accedere all’app bisogna accettare le condizioni di
utilizzo (pag. 22).



CONDIZIONI DI LUCE PER L ESAME @

D-EYE

E meglio effettuare I'esame in condizioni di luce scarsa. Gli esami panoramici della retina (fino all'equatore)
possono essere eseguite solo con pupilla dilatata. La testa del nervo ottico e il polo posteriore possono essere
valutati attraverso la pupilla non dilatata, con un diametro non inferiore a ~ 3 mm.

IT

A causa del naso, per alcuni modelli di iPhone si consiglia di tenere lo smartphone in verticale per 'occhio
destro e orizzontale per I'occhio sinistro.

L'acquisizione & condotta in maniera analoga a una normale oftalmoscopia posizionando il D-EYE ad una
distanza fra 1 e 3 cm dall'occhio del paziente. Minore & la distanza dall’occhio, piu largo € il campo di os-
servazione.

Un video che mostra la procedura di acquisizione corretta & disponibile all'indirizzo:
http://www.d-eyecare.com

Per la maggior parte degli occhi, suggeriamo un’intensita di luce (opzione disponibile solo per gli utenti di
iPhone) compresa tra 2/4 e 4/4 in base alle dimensioni della pupilla e alla pigmentazione della retina.



SUGGERIMENTI

D-EYE

Suggerimenti: per visualizzare la testa del nervo ottico, chiedere al paziente di guardare dritto davanti a sé e
IT avvicinarsi al oftalmoscopio con il naso leggermente inclinato.

Per visualizzare la macula, avvicinare lo sguardo dritto verso il polo posteriore o chiedere al paziente di fissare

la luce.

Per visualizzare la retina periferica, inclinare lo smartphone verso il quadrante della retina da esaminare e/o

chiedere al paziente di guardare in quella direzione (cioé di esaminare il quadrante della retina temporale,

inclinare leggermente il fascio di luce temporalmente e/o chiedere al paziente di guardare temporalmente).

Si consiglia di selezionare “video” per lo screening della retina, invece di “multishots’ durante la curva di ap-
prendimento della procedura.



® FOCUS

N N L . L | L ]
= Occhio dilatato: puntare lo smartphone verso il viso del paziente e avvicinare lo smartphone alll'occhio. Lautofocus AF,
compensa automaticamente I'errore di rifrazione dell'occhio.
=Occhio non dilatato senza errori di rifrazione: per gli occhi non dilatati emmetropici, si prega di: tenere attivo
l'autofocus. Mettere a fuoco un bersaglio a una distanza infinita (~ 3 metri). Mettere a fuoco bloccando con un tap
sullicona [&F). Eseguire lesame.

D-EYE

= Occhio non dilatato (il diametro della pupilla & pit = Occhio non dilatato (il diametro della pupilla & piu piccolo di
piccolo di 3 mm) con errore di ipermetropia: 3 mm) con errore di miopia:
1. Tenere autofocus attivo. 1. Rimuovi il dispositivo D-EYE.
2. Mettere a fuoco un bersaglio a una certa distanza 2. Tenere autofocus attivo.

seconda la seguente tabella: 3. Mettere a fuoco un bersaglio a una certa distanza

Errore Ipermetropia Distanza bersaglio seconda la seguente tabella:
2 diottrie 50 cm / 20 pollici Errore Miopia Distanza bersaglio
3 diottrie 30 cm /12 pollici 2 diottrie 12 cm /5 polici
4 diottrie 25 cm /10 pollici 4 diottrie 17 om /7 polici
5 diottrie 20 cm /8 poliici 6 diottrie 25 c¢cm/ 10 pollici
8 diottrie 50 cm / 20 pollici
3. Blocco del focus facendo click su E\F} 10 diottrie infinito (~3 metri)

4. Eseguire I'esame. —
4. Blocco del focus facendo click su A4F,.

5. Riconnetti il dispositivo D-EYE.
6. Eseguire 'esame.



INFORMAZIONI DI SICUREZZA

D-EYE

* Avvertenze Generali: La mancata osservanza di queste istruzioni puo provocare lesioni o danni al D-EYE o

alle persone coinvolte nell’'utilizzo del dispositivo D-EYE.

* Manipolazione e Trasporto: D-EYE e costituito da componenti fragili. Non far cadere, smontare, incendiare
o verniciare. Non usare se danneggiato. La faccia superiore e inferiore sono in vetro. Queste parti possono es-

sere danneggiate da una goccia o da una scossa forte. Non utilizzare un dispositivo D-EYE danneggiato e non
toccare le superfici di vetro.

* Compatibilita con Smartphone: il dispositivo D-EYE & stato progettato e testato con gli smartphone
compatibili. Utilizzando il dispositivoD-EYE con gli smartphone non conformi potrebbe danneggiare il prodotto
D-EYE, lo smartphone e le persone che vengono coinvolte; inoltre i risultati delle analisi D-EYE potrebbero non
essere valide o affidabili.

¢ Pulizia: Pulire I'anello metallico e la custodia D-EYE con un panno morbido imbevuto di alcol o di un deter-
gente neutro/soluzione disinfettante. Pulire le lenti con un panno ottico pulito. Non utilizzare detergenti a base di
solventi sulle lenti. Non immergere D-EYE in qualsiasi soluzione.

* Sterilizzazione: Non sterilizzare il dispositivo D-EYE.



INFORMAZIONI DI SICUREZZA

D-EYE

* Acqua: non esporre il dispositivo D-EYE all’acqua o alla pioggia. Evitare I'uso e la conservazione in luoghi

umidi. Non versare liquidi o cibo su D-EYE. Lasciare asciugare il dipositivo D-EYE all’aria; tenerlo lontano da
fonti di calore.

¢ Pericolo di Soffocamento: alcuni componenti del dispositivo D-EYE possono presentare un rischio di sof-
focamento per i bambini piccoli. Mantenere questi componenti lontano dalla portata dei bambini piccoli.

¢ Intervallo di Temperatura: || D-EYE & progettato per operare da -20 °C a + 45 °C. Il funzionamento di
D-EYE al di fuori di questo intervallo di temperatura, potrebbe danneggiare il dispositivo. Evitare di utilizzare il
D-EYE in rapido cambiamento delle condizioni di temperatura o umidita per evitare la condensa sopra o dentro
le lenti.

* Magneti: il D-EYE utilizza 4 magneti per collegare il dispositivo allo smartphone. Non mettere i magneti
vicino a oggetti sensibili al campo magnetico come carte di credito, pacemaker, defibrillatori, sistemi elettrici
ed elettronici, schermi, notebook, orologi meccanici, o autoparlanti.ll magnete ha un rivestimento protettivo. La
caduta o gli urti possono danneggiare il magnete in modo irreversibile. Il rivestimento contiene nichel; evitare il
contatto prolungato con la pelle.



SICUREZZA, RISERVATEZZA

D-EYE

T 1. Integrita e Disponibilita. Qualsiasi password utilizzata per I'applicazione D-EYE & solo per uso individuale.
Gli utenti sono responsabili per la sicurezza della propria password.

2. Le caratteristiche di sicurezza dell’applicazione D-EYE consentono agli utenti di adempiere agli obblighi di
riservatezza, di integrita e di disponibilita delle informazioni sanitarie dei pazienti. La protezione dei dati dei
pazienti e esclusiva responsabilita degli utenti. Gli utenti devono verificare I'identita del paziente prima di riporla
o inviare i dati dei pazienti. D-EYE raccomanda inoltre di utilizzare un ulteriore codice del sistema operativo per
proteggere ulteriormente I'iPhone.

3. La gestione dei backup e responsabilita dell’'utente. D-EYE non & responsabile per il backup dei dati,
ripristino e archiviazione.

4. | dati d’'esame sono criptati nello smartphone. Senza la password 'utente non puo accedere ai dati. La
password puod essere reimpostata, ma i dati precedentemente acquisiti verranno persi.



CONDIZIONI DI GARANZIA
D-EYE

1. Con la presente garanzia, D-EYE Srl garantisce il D-EYE da eventuali difetti di materiale o di fabbricazione
per la durata di un anno a partire dalla data originale di acquisto. QUESTA GARANZIA S| APPLICA SOLO ALL IT
ACQUIRENTE ORIGINALE DI QUESTO PRODOTTO.

2. Qualora nel corso del periodo di garanzia di riscontrassero difetti di materiali o di fabbricazione, D-EYE
provvedera a riparare o sostituire il prodotto o i suoi componenti difettosi nei termini ed alle condizioni sotto ri-
portare, senza alcun addebito per i costi di manodopera o delle parti di ricambio. Il prodotto riparato o sostituito
sara garantito per 90 giorni dalla data di spedizione di ritorno o per il saldo della garanzia originale, a seconda
di quale & piu lungo.

3. Questa garanzia si applica solo ai sistemi D-EYE acquistati nuovi da D-EYE o dai suoi distributori o rap-
presentanti autorizzati.

4. Lacquirente deve restituire il sistema D-EYE direttamente a D-EYE o a un distributore autorizzato o a un
rappresentante e sostenere le spese di spedizione. Per la riparazione o la sostituzione di un prodotto D-EYE,
I'acquirente deve ottenere un Return Material Authorization (RMA) dall’assistenza D-EYE, oppure presentando
una richiesta di riparazione via email scrivendo a support@d-eyecare.com.

5. Questa garanzia non copre rotture o guasti derivanti da manomissioni, uso improprio, negligenza, incidenti,
modifiche o spedizione.



CONDIZIONI DI GARANZIA

6. D-EYE NON SARA RITENUTA RESPONSABILE VERSO LACQUIRENTE O TERZE PARTI PER REC-

LAMI, PERDITE, COSTI, SPESE, DANNI DI NESSUN TIPO DERIVANTI, E NON, DA UN UTILIZZO NON AP-
PROPRIATO DEL DISPOSITIVO. D-EYE SARA, IN NESSUN MODO, RITENUTA RESPONSABILE DI DANNI
PROCURATI DA UN UTILIZZO SCORRETTO DEL DISPOSITIVO ANCHE SE E STATA D-EYE STESSA AD
AVVISARE DI QUESTE POSSIBILITA.

D-EYE

7. Questa garanzia € nulla se lo strumento non viene utilizzato in conformita con le raccomandazioni del
produttore o se viene fatta riparazione o manutenzione da soggetti diversi da D-EYE o da un rappresentante
D-EYE autorizzato. Nessun altra garanzia esplicita o implicita viene data.



SIMBOLOGIA PRODOTTO ®
IN ACCORDO CON EN980 D-EYE
Simboli Titolo Descrizione
Marcatura CE Indica la marcatura di conformita CE ai
c € sensi della direttiva europea 93/42/CEE,
Allegato XII.
Fabbricante Indica il produttore del dispositivo medico
M ai sensi della direttiva 93/42/CEE definita
dall'UE.

Numero seriale Questo simbolo & accompagnato dal numero
di serie del fabbricante.

- Numero di catalogo Questo simbolo & accompagnato dal numero

di serie del catalogo.

Attenzione Consultare la documentazione allegata.
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LIMITATION DE RESPONSABILITE @

D-EYE

INTERDITE! CETTE APPLICATION N'EST PAS CONCU POUR ETRE UTILIZZE COMME SOFTWARE
AUTONOME. EGALEMENT, DES GRAVES BLESSURES POURRAIENT SE VERIFIER EN UTILISANT LE
DISPOSITIF “D-EYE” SUR UN SMARTPHONE SANS LAPPLICATION INSTALLE.

Le produit doit étre utilisé d’un specialiste ou d’un opérateur specialisé autorisé. Lacquisition des images doit
toujours et uniquement avoir lieu au moyen du dispositif hardware installé selon les instructions. Luilisation
incorrecte de I'application (sans le dispositif relié ou relié d’'une maniere incorrecte) peut nuire le dispositif et les
personnes impliqués. Les demandes de securité du produit et les certifications seront completé pour I'acception
globale dans la communité médicale Les certifications attualment élaborés sont:

- U.S. Food and Drug Administration : HKI Ophthalmic camera class Il 510(K) exempt;

- Medical Device Directive 93/42/CEE class I.

Avec quelches smarthones le D-EYE pourrait étre un dispositif ISO 15004-2 du groupe 2..

ATTENTION — La lumiere dégagée de cet instrumentt est potentiellement dangereuse. Plus prolongée est
I'esposition, plus haut est le risque d’un dégat oculaire. Lesposition a la lumiere de cet instrument, pratiqué a
intensité majeur, non doit étre plus prolongée de 3 minutes. La gamme de regolation du foyer pour la compen-
sation de I'erreur de réfraction du patient est: -10 D jusqu’a +8 D.

D-EYE répond aux exigences du systeme de controle de la qualité 1SO 13485, FDA GMP et HIPAA Patient Pri-
vacy Standards. Vous pouvez adresser vos plaints & D-EYE au moyen de la section de I'application/site internet
ou par courriel a support@d-eyecare.com, odu par poste a D-EYE Srl via Tommaseo 77 35131 Padua ltalien.
Des plusieurs tests cliniques sont en cours. Contactez-nous, s'il Vous plait, si souhaitez autres informations sur
le produit et sur notre projet de recherche en cours.

ATTENTION! LUTILISATION DE CETTE APPLICATION SANS L“D-EYE” INSTALLE EST SEVEREMENT



INSTALLATION MECANIQUE

D-EYE

. Enlevez le dispositif D-EYE de 'emballage (voir I'illustration a la page 8).

. Prenez le boitier de Votre smartphone et ouvrir les vis ou le clip (page 9).

. Ouvrez le boitier et insérez Votre smartphone (page 10).

. Fermez le boitier du smartphone et les vis ou le clip (page 11).

. Positionnez le c6té inférieur du dispositif D-EYE en contact avec le smartphone. Un systéme magnetique
Vous aidera a positionner le dispositif sur le smartphone de maniére correcte. Pour I'installation mécanique des
autres types de smartphones, consultez la notice d’information contenue dans I'annexe (page 12).

6. Le circle transparent sur le coté inférieur du dispositif D-EYE doit étre aligné avec I'appareil photo du Smart-
phones. Le centre de la fenétre transparente doit étre aligné avec le DEL du smartphone (page 14).

7. Commencez I'application D-EYE. Positionnez le Smartphone prées du visage du patient (1-3 cm), avec le
dispositif D-EYE tourné vers le patient et 'écran du smartphone a I'égard de 'analyste (page 16).

8. Commencez I'examen du fundus oculis (page 17).

b wWwN =

INSTALLATION DE [APPLICATION, IDENTIFICATION ET ENREGISTREMENT

9. Ouvrez IApp Store et cherchez I'application D-EYE. Installez I'application sur Votre iPhone. Téléchargez les
instructions pour I'application sur http://www.d-eyecare.com/documentation (page 20).

10. Ouvrez le Play Store et cherchez I'application D-EYE. Installez I'application sur Votre smartphone android.
Téléchargez les instruction pour I'application sur http://www.d-eyecare.com/documentation (page 21).

11. 3. LISEZ ATTENTIVEMENTE LA LIMITATION DE RESPONSABILITE. Vous devez accepter et observer
les régles et les limitations de la limitation de résponsabilité avant de vous enregistrer ou identifier sur le site
internet de D-EYE (page 22).



CONDITIONS DE LUMIERE

POUR LEXAMEN D-EYE
Il vaut mieux réaliser I'’examen en présence des conditions de lumiére atténue. Les examens pano- FR
ramiques de la rétine (jusqu'a I'équateur) peuvent étre réalisés seulement avec la prunelle dilatée. La téte du

nerf optique et le pdle postérieur peuvent étre évalué en travers de la prunelle pas dilatée, avec un diametre
pas inférieur de ~3 mm.

Pour s'assurer que le nez du patient n'empéche pas I'appareil, nous conseillons a tenir I'iPhone verticalemente
pour l'oeil droit et orizontalement pour I'oeil gauche.

Lacquisition des images vient fait a la maniere analogue a une ophtalmoscopie normale, en positionnant le
D-EYE a une distance de 1-3 cm de I'oeil du patient:Moindre ¢ la distance, plus ample est le camp
d’observation.

Un video qui montre la procédure de I'acquisition correcte est disponbile sur http://www.d-eyecare.com.

Pour la majorité des yeux on conseille une intensité de lumiére (une option seulemente pour les utilisateurs
d’un iPhone) entre 2/4 et 4/4, suivant la dimension de la prunelle et la pigmentation de la rétine.



SUGGESTION

D-EYE

Suggestions: Pour voir la téte du nerf optique, demandez au patiente a regarder tout droit et a s'approcher

FR vers I'ophtalmoscope avec le nez légérement incliné. Pour voir la macula, approchez I'oeil de maniere tout droit
vers le pole posterieur, ou demandez au patient a regarder directemente dans le feu du D-EYE. Pour voir la
rétine périphérique, inclinez le smartphone vers le quadrant de la rétine a examiner et/ou demandez au patient
a regarder dans cette direction (enfin, pour examiner le quadrant temporaire de la rétine, penchez le rayon de
feu de maniere légérement temporaire et demandez au patient de regarder de maniére temporaire).

Nous conseillons a choisir “Video” pour 'examen analytique de la rétine, au lieu de “Multishots” pendant la
courbe d'istruction de la procedure.



® FOYER (da controllare) errore

D-EYE

= Oeil dilaté: Pointez le smartphone sur le visage du patient et bougez le D-EYE prés de I'oeil, visant a “I'effet yeux rouges”
Lautofocus compensera automatiquement I'erreur de réfraction. Quand le smartphone est correctemente adapté a la

. rétine, tapez le symbole E\F: pour bloquer le foyer correct. Effectuez I'examen de la rétine.
Oeil pas dilaté sans erreur de réfraction: pour des yeux emmétropes pas dilaté. Tenir actif I'autofocus, mettez au feu un
objet a distance infinie (~3 metres) et bloquez avec un déclic sur E"F: . Effectuer 'examen.

=Oeil pas dilaté (diamétre de la prunelle mineur de 3 mm)
= Oeil pas dilaté (le diamétre de la prunelle est plus petit avec miopie:

de 3 mm) avec erreur hyperope: 1. Enlever le dispositif D-EYE.
1. Tenir activ I'autofocus. 2. Tenir activ 'autofocus.
2. Mettre a feu un objet & une certaine distance selon 3. Mettere a feu un objet a une certaine distance selon le
le tableau suivant tableau suivant:
Erreur hyperope Distance objet Myopie Distanza bersaglio
2 dioptries 50 cm / 20 pollici 2 dioptries 12 cm/ 5 pouces
3 dioptries 30 cm/ 12 pollici 4 dioptries 17 cm / 7 pouces
4 dioptries 25 cm /10 pollici 6 dioptries 25 cm/ 10 pouces
5 dioptries 20 cm/ 8 pollici 8 dioptries 50 cm / 20 pouces
L e 10 dioptries Infinite (~3 metres)
3. Bloquer le foyer avec un déclic sur s
4. Effectuer 'examen. 4. Bloquer le foyer avec un déclic sur E\F-'

5. Reconnecter le dispositif D-EYE.
6. Effectuer I'examen.



INFORMATIONS DE SECURITE

D-EYE

e Avis général: Lobervation manquante de cets instructions peut aboutir a des blessures et peut causer des
dégats au D-EYE et aux personnes impliquées.

¢ Manipulation et transport: Le D-EYE est composé de élements fragils. Ne pas laisser tomber, démonter,
braler ou vernir. Ne plus utiliser, si abimé. Les faces supérieures et inférieures sont fait de verres. Ces piéces
peuvent tomber ou étre abimés en cas de secousse forte. Ne plus utiliser le D-EYE abimé et ne pas toucher les
faces de verre. Aprés ['utilisation, mettez le D-EYE dans la cuve.

* Compatibilité avec des smartphones: D-EYE a été conguet éprouvé avec des smartphones conformes.
Lutilisation du D-EYE avec des smartphones pas conformes peut endommager le produit D-EYE, le smart-
phone et les personnes examinés; et puis les résultats de I'analyse D-EYE pourraient étre nuls ou infedeéls.

* Nettoyage: Nettoyez I'anneau de métal et la boitier D-EYE avec un drap mou, impregné avec alcol ou
avec une solution nettoyant/désinfectante. Nettoyez les lentilles avec une lingette lunettes propre. N'utilisez pas
des nettoyants sur la base de solvant sur les lentilles. Ne pas immerger le D-EYE dans quelconque solution
solvante.

* Désinfection: Ne pas stériliser le D-EYE.



INFORMATIONS DE SECURITE

D-EYE

« Eau: N'exposez pas le D-EYE au contact avec 'eau ou & la pluie. Evitez I'utilisation et la conservation dans
des lieux humides. Ne pas renverser des liquides ou des aliments. Faire sécher le D-EYE a I'air; ne pas utiliser FR
des sources de chaleur.

* Danger d’étouffement: Quelques-uns des accessoires du D-EYE peuvent constituer un danger
d’étouffement pour des enfants. Conservez ces accessoires hors de la portée des enfants.

* Intervalle de témperature: Le D-EYE a été congu pour opérer entre -20°C et +45°C. Laisser opérer le
D-EYE hors ces intervalles de témperature peut éndommager le dispositif. Evitez d’utiliser le D-EYE en cas des
conditions des vites changements de témperature ou d’humidité pour empécher la condensation sur ou dans
les lentilles.

* Aimants: Le D-EYE utilise 4 aimants pour conncter le dispositif avec le smartphone. Ne mettre pas des aim-
ants prés des objets comme cartes de crédit ou bancaires, stimulateurs cardiaques, défibrillateurs, systemes
électriques ou électroniques, surfaces d’écran, ulraportables, horloges mécaniques, ou haut-parleurs. Laimant
a un revétement de protection. Des chutes ou des chocs peuvent éndommager I'aimant de maniere irréversible.
Le revétement de protection contient de nickel; éviter le contact prolongé avec la peau.



SECURITE, CONFIDENTIALITE oL

1. Lintegrité et disponibilité de tous les mots de passe utilisées pour I'application D-EYE est seulemente pour

I'utilisation individuelle. Lusager est résponsable pour la securité de la mot de passe.

2. Les charactéristiques de securité de I'application D-EYE permettent aux usagers a accomplir des obligations
de confidentialité, integrité et disponibilité des informations sanitaires du patient. La protection des données du
patient est de la responsabilité seule de 'usager. Les usagers doivent s'assurer de I'identité du patient avant de
mémoriser ou d’envoyer le dossiers des patients. D-EYE conseille aussi d’installer un code de passe dans iOS
pour protéger ultérieuremente le smarthone.

3. La gestion de la sauvegarde est de la responsabilité de I'usager. D-EYE n’est pas responsible pour la sauve-
garde des données, la restauration et I'archivation.

4. Les données de 'examen sont chiffrées dans le smartphone. Lusager ne peut pas acceéder aux données

sans le mot de passe. Le mot de passe pourrait étre rétablit, mais les données acquérit précédentement seront
perdues.



GARANTIE
D-EYE

1. Avec la garantie présente, D-EYE Srl garantit des éventuels pannes matériels ou de fabrication du D-EYE
pour la durée d’'une année a partir de la date de I'achat. CETTE GARANTIE EST APPLICABLE SEULEMENT
A LACHETEUR ORIGINAL DE CE PRODUIT.

2. Sipendant la durée de la garantie on devrait rélever des pannes matérials ou de fabrication, D-EYE
pourverra a la réparation ou la substition du produit ou des piéces défecteux sans aucun débit des frais pour le
main-d’oeuvre ou pour les pieces de rechange. Pour le produit réparé ou remplacé verra garantit pour 90 jours
a partir de la date de I'envoi de rétour ou pour le solde de la garantie originale, selon quels de deux soit plus
long.

3. Cette garantie est applicable seulement aux systemes D-EYE achetés nouveaux chez D-EYE ou chez des
distributeurs autorisés.

4. Lacheteur doit renvoyer le systeme D-EYE directemente a D-EYE ou au distributeur ou répresentants au-
torisé et doit suffire aux frais d’exposition. Pour la réparation ou la substition d’un produit D-EYE, I'acheteur doit
obtenir une numero de Return Material Authorization (RMA) de I'assistance D-EYE, envoyant une demande de
réparation par courielle a support@d-eyecare.com.



GARANTIE

D-EYE

5. Cette garantie ne couvre pas des ruptures ou des pannes dérivantes de altération, utilisation incorrecte,
négligence, accidents ou éxpedition.

6. D-EYE NE SARA PAS RESPONSABLE VERS LACHANT OU DES PERONNES TIERS POUR QUEL-
CONQUE PRETENTION, PERTES, FRAIS, DEPENSES, PANNES, DERIVANTS D'UTILISATION INCOR-
RECTE. D-EYE NE SARA IN AUCUNE MANIERE RESPONSIBLE POUR QUELCONQUE DOMMAGE
DEHIVANTE,D’UTILISATION INCORRECTE DU DISPOSITIF, MEME S| D-EYE A AVVERTIT DE CETTE
POSSIBILITE.

7. Cette garantie est nulle, si I'instrument n'est pas été utilisé en conformité avec les recommandations du

producteur ou a été réparé par des individus différents de D-EYE ou des répresentants autorisés de D-EYE.
On ne donne aucune autre garantie explicite ou implicite.



LEGENDE DES SYMBOLES EN980

D-EYE
Symboles Titre Déscription
Marquage CE Marquage CE suivante directive UE 93/42/
c € EEC, annexe XlI
H Producteur Indique le producteur du dispositif médical
H suivant directive UE 93/42/EEC.

Numeéro de série Cette symbole s'acompagne au numero de
série du producteur.

- Numero de catalogue Cette symbole s'acompagne au numéro de

catalogue du producteur.

Attention Consulter la documentation inclue.
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DISCLAIMER
D-EYE

ATENCION! EL USO DE ESTA APLICACION SIN EL D-EYE INSTALADO ESTA ESTRICTAMENTE PROHIBIDO!
ESTA APLICACION NO ESTA DISENADA PARA SER UTILIZADA COMO UN SOFTWARE INDEPENDIENTE.
SI EL PRODUCTO SE UTILIZA EN UN SMARTPHONE SIN LA APLICACION ESPECIAL INSTALADA, PODRIA
CAUSAR GRAVES DANOS.

El producto debe ser utilizado por un médico o por un operador cualificado autorizado. La adquisicién de las
imagenes debe hacerse siempre y sélo con el dispositivo de hardware instalado segun las instrucciones. El uso
incorrecto de la aplicacion (sin dispositivo conectado o montado de forma incorrecta) puede causar dafios en el
aparato y en las personas involucradas. Las solicitudes de seguridad y certificaciones de los productos deberan
ser completadas con la aprobacién de la Organizacién Mundial de la Salud. Las certificaciones actualmente
procesadas son:

- U.S. Food and Drug Administration: HKI Ophthalmic camera class Il 510(K) exempt;

- Medical Device Directive 93/42/CEE class .

D-EYE en algunos teléfonos inteligentes que cumplan los requisitos, podria considerarse un dispositivo ISO
15004-2 de grupo 2. Precaucion - La luz emitida por este instrumento es potencialmente peligrosa. Cuanto

mas prolongada sea la exposicién, mayor sera el riesgo de dafo ocular. La exposicion a la luz funcionando a
intensidad maxima no debe superar los 3 min. El rango de ajuste del enfoque para la compensacion de error de
refraccion del paciente es: -10-8 D D. D-EYE cumple con los requisitos de calidad ISO 13485y la FDA GMP y
con las normas de Privacidad del Paciente HIPAA. Para cualquier queja sobre D-EYE, péngase en contacto con
nosotros a través de la seccién de aplicaciones de la pagina web, escribiendo un correo electrénico a
support@d-eyecare.com o directamente a D-EYE Srl través Tommaseo 77 35131 Padova, Italia. Varios ensayos
clinicos estan en marcha. Por favor, pdngase en contacto con nosotros si desea recibir mas informacién acerca
de nuestros programas de investigacion o de nuestro producto.




INSTALACION MECANICA

D-EYE

. Retire el D-EYE de la caja (vea la ilustracion de la pag. 8).

. Desenrosque los tornillos o el clip de seguridad de la carcasa protectora (pag. 9).

. Abra la carcasa e introduzca su smartphone (pag. 10).

. Cierre la tapa y apriete los tornillos o el clip para asegurar el teléfono (pag. 11).

. Coloque la parte inferior del dispositivo D-EYE en contacto con el teléfono inteligente. Un sistema magnético
ayudara a colocar correctamente el dispositivo. Vea el folio ilustrativo adjuntado a la instalacién mecénica para
otros teléfonos inteligentes (pag. 12).

6. El circulo transparente en la parte inferior del D-EYE debe estar alineado con la cdmara del smartphone. El
centro de la ventana transparente debe estar alineado con el LED del teléfono (pag. 14).

7. Inicie la aplicaciéon D-EYE. Coloque el teléfono inteligente cerca de la cara del paciente (1-3 cm) con el
dispositivo D-EYE frente al paciente y la pantalla del teléfono inteligente frente al analizador (pag. 16).

8. Comience el examen del fondo del ojo (pag. 17).

b wWwN =

INSTALAR LA APF, LOGINY REGISTRO

9. Abra App Store y busque la aplicaciéon D-EYE. Instale la aplicacién en su iPhone. (pag. 20).

10. Abra Playstore y busque la aplicaciéon D-EYE. Instale la aplicacion en su teléfono inteligente Android. Des-
cargue la guia de la aplicacién en http://www.d-eyecare.com/documentation (pag. 21).

11. LEA EL AVISO. Para acceder a la aplicaciéon debera aceptar los términos de uso (pag. 22).



CONDICIONES DE ILUMINACION

PARA EL EXAMEN D-EYE
La mejor condicion para llevar a cabo el examen es una luz tenue. Los exdmenes panoramicos de la E
retina (hasta el ecuador) sélo se pueden realizar con la pupila dilatada. La cabeza del nervio éptico y el polo
posterior pueden ser evaluados a través de la pupila no dilatada, con un didmetro no inferior a 3 mm.

Debido al contacto con la nariz, para algunos modelos del iPhone se recomienda sostener el teléfono inteli-
gente en vertical para el ojo derecho y horizontal para el izquierdo.

La captura se lleva a cabo de un modo parecido a un examen oftalmolégico normal, situando el D-EYE a una
distancia entre 1y 3 cm del ojo del paciente. Cuanto menor sea la distancia al ojo, mas amplio sera el campo
de observacion.

Un video que muestra el procedimiento de captura apropiado esta disponible en:
http://www.d-eyecare.com

Para la mayoria de casos, sugerimos utilizar una intensidad de luz (sélo disponible para los usuariOS de
iPhone) entre 2/4 y 4/4, dependiendo del tamafio de la pupila y la pigmentacion de la retina.



SUGERENCIAS

D-EYE

Sugerencias: Para ver la cabeza del nervio 6ptico, pida al paciente que mire hacia adelante y acérquese al
oftalmoscopio con la nariz ligeramente inclinada.

Para ver la macula, acérquese todavia mas y mire directamente al polo posterior o pida al paciente que mire
fijamente a la luz.

Para visualizar la retina periférica, incline el teléfono inteligente hacia el cuadrante de la retina que quiera
examinar y/o pida al paciente que mire en esa direccion (es decir, para examinar el cuadrante temporal de la
retina, incline ligeramente el haz de luz temporalmente y/o pida al paciente mirar en sentido temporal.

Se recomienda seleccionar “Video” para la proyeccion de la retina, en lugar de “Multishot; durante el proceso
de aprendizaje del procedimiento.

58



® ENFOQUE

=Ojo dilatado: Encuadre con su smartphone la cara del paciente y acérquelo a su ojo. El enfoque automatico E\F: com-
pensa automaticamente el error de refraccion del ojo.

= 0jo no dilatado sin errores refractivos: para ojos no dilatados emetrdpicos, por favor, mantenga el enfoque automatico
activo. Enfoque un blanco a una distancia infinita (~ 3 metros). Bloquee el enfoque tocando el icono E\F: en la pantalla.
Lleve a cabo el examen.

D-EYE

=0jo no dilatado (el didmetro de la pupila inferior a 3 mm)
con un error de miopia:
1. Retire el dispositivo D-EYE.
2. Mantenga el enfoque automatico activo.
3. Enfoque un blanco a una distancia determinada en
funcion de la siguiente tabla:

=0jo no dilatado (el didmetro de la pupila es inferior a 3
mm) con un error de hipermetropia:
1. Mantenga el enfoque automatico activo.
2. Enfoque un blanco a una distancia determinada en
funcién de la siguiente tabla:

Error hipermetropia | Distancia blanco Error Miopia Distancia blanco

2 dioptrias 50 cm / 20 pulgadas 2 dioptrias 12 cm/ 5 pulgadas

3 dioptrias 30 cm/ 12 pulgadas 4 dioptrias 17 cm / 7 pulgadas

4 dioptrias 25 cm /10 pulgadas 6 dioptrias 25 cm/ 10 pulgadas

5 dioptrias 20 cm/ 8 pulgadas 8 dioptrias 50 cm/ 20 pulgadas
. . ra 10 dioptrias infinito (~3 metros)

3. Bloquee el enfoque haciendo clic en AF, .

4. Ejecute la prueba.

. . r
4. Bloguee el enfoque haciendo clic en AF, .

3

5. Vuelva a conectar el dispositivo D-EYE.

6. Ejecute la prueba.




INFORMACION DE SEGURIDAD

D-EYE

S * Advertencia general: El incumplimiento de estas instrucciones puede causar lesiones o dafos al D-EYE o
E a personas involucradas en el uso del dispositivo D-EYE.

* Manipulacion y Transporte: D-EYE consta de componentes fragiles. No lo deje caer, lo desmonte, lo
queme o lo pinte. No lo utilice si esta dafado. Las superficies superior e inferior estan hechas de cristal. Estas
piezas pueden ser dafadas por una caida o un golpe fuerte. No utilice un dispositivo D-EYE dafado y no
toque las superficies de vidrio.

¢ Compatibilidad con Smartphone: La unidad D-EYE ha sido disefiada y probada con los teléfonos inteli-
gentes compatibles. Utilizar el dispositivo D-EYE con los teléfonos inteligentes no compatibles puede dafar el
producto D-EYE, el smartphone y a las personas que lo estén utilizando; ademas, los resultados del anélisis
del D-EYE podrian no ser validos o fiables.

¢ Limpieza: Limpie el anillo de metal y la carcasa del D-EYE con un pafio suave humedecido con alcohol
o una solucién de detergente / desinfectante suave. Limpie el objetivo con un pafo dptico limpio. No utilice
limpiadores a base de disolventes en el objetivo. No sumerja D-EYE en ninguna solucion.

* Esterilizacién: No esterilizar el dispositivo D-EYE.



INFORMACION DE SEGURIDAD

D-EYE

e Agua: No exponga el dispositivo D-EYE al agua o a la lluvia. Evite el uso y almacenamiento en lugares

humedos. No derrame alimentos ni liquidos sobre D-EYE. Deje secar el equipo D-EYE al aire; manténgalo
alejado de fuentes de calor.

* Peligro de asfixia: Partes de la maquina D-EYE pueden presentar un peligro de asfixia para los nifios
pequenos. Mantenga estas partes fuera del alcance de los nifios.

* Rango de temperatura: El D-EYE esta disefado para ser utilizado entre -20 °C y + 45 °C. El funcionami-
ento de D-EYE fuera de este rango de temperatura puede dafar el dispositivo. Evite el uso del D-EYE en ambi-
entes con bruscos cambiOS de temperatura o humedad para evitar la condensacién sobre o en las lentes.

* Imanes: El D-EYE utiliza imanes para conectar el dispositivo a su teléfono inteligente. No coloque imanes
cerca de objetos sensibles a los campos magnéticos, como tarjetas de crédito, marcapasos, desfibriladores,
sistemas eléctricos y electrénicos, pantallas, ordenadores portatiles, relojes mecénicos o altavoces. El iman
tiene una capa protectora. La caida o choque puede dafar irreversiblemente el iman. La proteccién contiene
niquel; evite el contacto prolongado con la piel.



SEGURIDAD, CONFIDENCIALIDAD

1. Integridad y acceso. Las contrasefas utilizadas para la aplicaciéon D-EYE son solo para uso individual. Los

D-EYE

usuariOS son responsables de la seguridad de su contrasefa.

2. Las caracteristicas de seguridad de la aplicacion D-EYE permiten a los usuariOS cumplir con las obliga-
ciones de confidencialidad, integridad y accesibilidad al historial sanitario de los pacientes. La proteccion de los
datos de los pacientes es responsabilidad exclusiva del usuario. Los usuariOS deben verificar la identidad del
paciente antes de guardarla o enviar los datos del mismo. D-EYE recomienda utilizar otro cédigo del sistema
operativo para proteger ain mas el iPhone.

3. La gestion de la copia de seguridad es responsabilidad del usuario. D-EYE no es responsable de la copia
de seguridad de datos, recuperacion y archivo.

4. Los datos del examen se cifran en el smartphone. Sin la contrasefa, el usuario no esta autorizado a ac-
ceder a los datos. La contrasefa se puede restablecer, pero se perderan los datos recopilados anteriormente.



CONDICIONES DE GARANTIA

D-EYE

1. Con esta garantia, D-EYE Srl garantiza D-EYE contra defectos de fabricacion o de mano de obra durante
el periodo de un afo a partir de la fecha original de compra. ESTA GARANTIA SE APLICA SOLAMENTE al
comprador original de este producto.

2. Si, durante el periodo de garantia, el producto resultase defectuoso debido a defectos de fabricacién o
mano de obra, D-EYE reparara o reemplazara el producto o sus piezas defectuosas segun los términos y con-
diciones bajo informe sin cargo alguno. El dispositivo sera reparado o sustituido con una garantia de 90 dias a
partir de la fecha de envio de la devolucién, o el resto de la garantia original, el que sea mas largo.

3. Esta garantia se aplica sélo a los sistemas D-EYE nuevos adquiridos directamente a D-EYE o sus distribui-
dores o representantes autorizados.

4. El comprador deberd enviar el sistema D-EYE directamente a D-EYE o a un distribuidor autorizado o
representante y correra con los gastos de envio. Para la reparacion o sustituciéon de un producto D-EYE, el
comprador debe obtener un nimero de autorizacion de devolucion (RMA) por parte de D-EYE, o mediante la
presentacion de una solicitud de reparacién mandando un correo electrénico a support@d-eyecare.com.

5. Esta garantia no cubre la rotura o fallo debido a la manipulacion del producto, al mal uso del mismo, negli-
gencia, accidente, modificacion, o dafios durante el envio.



CONDICIONES DE GARANTIA

6. D-EYE NO SE HACE RESPONSABLE ANTE EL COMPRADOR O TERCEROS ANTE CUALQUIER
RECLAMACION, PERDIDA, COSTE ADICIONAL, GASTO, DANOS Y PERJUICIOS DE CUALQUIER TIPO
QUE PUEDAN SURGIR DEBIDO AL USO INADECUADO DEL DISPOSITIVO. D-EYE NO SERA, EN NINGUN
CASO, RESPONSABLE DE LOS DANOS CAUSADOS POR UN FUNCIONAMIENTO INCORRECTO DEL DIS-
POSITIVO, INCLUSO SIENDO D-EYE QUIEN ADVIERTAY PONGA EJEMPLOS DEL MAL USO DEL MISMO.

D-EYE

7. Esta garantia no es valida si el equipo no se utiliza de acuerdo con las recomendaciones del fabricante o si
la reparacién o mantenimiento es realizada por alguien que no sea D-EYE o por un representante autorizado
D-EYE. No se da ninguna otra garantia explicita o implicita.



SIMBOLOGIA DEL PRODUCTO

DE ACUERDO A EN980 D-EYE
Simbolo Nombre Descripcion
Marca CE Indica la marca CE conforme a la directiva
c € europea 93/42/CEE, Doc. adjunto XII.
H Fabricante Indica el productor del dispositivo médico
aaall siguiendo la directiva 93/42/CEE definida
por la UE.

Numero de serie Este simbolo acompafa al nimero de serie
del fabricante.

- Ntmero de catalogo Este simbolo acompafia al nimero de serie

del catélogo

Atencién Consultar la documentacion adjunta.
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DISCLAIMER
D-EYE

VORSICHT! DIE BENUTZUNG DIESER ANWENDUNG OHNE DAS INSTALLIERTE “D-EYE” IST STRENG
VERBOTEN! DIESE ANWENDUNG IST NICHT DAFUR GEEIGNET, ALS FUR SICH STEHENDE SOFTWARE
VERWENDET ZU WERDEN. ES KANN EBENFALL ZU ERNSTEN VERLETZUNGEN KOMMEN, WENN SIE EIN
SMARTPHONE OHNE DAS “D-EYE’-GERAT ZUSAMMEN MIT DER ANWENDUNG VERWENDEN.

Das Produkt sollte von einem Facharzt oder von einer autorisierten Fachkraft verwendet werden. Die Aufnahme der
Bilder muss stets und ausschliesslich mit der installierten Geratesoftware und wie vorgeschrieben vorgenommen
werden. Die nicht korrekte Benutzung der Anwendung (kein Gerat angeschlossen oder nicht korrekt angeschlos-
sen) kann dem Gerat und den beteiligten Personen Schaden zufligen. Die erforderliche Produktsicherheit und die
Zertifizierungen werden vervollstandigt werden, um eine allgemeine Akzeptanz in der Medizinergemeinschaft zu
erreichen. Derzeitige Registrierungen:

- U.S. Food and Drug Administration : HKI Ophthalmic camera class Il 510(K) exempt;

- Medical Device Directive 93/42/CEE class |.

D-EYE kann mit einigen Smarthones ein ISO 15004-2-Gerat der Gruppe 2 sein.

VORSICHT — Das von diesem Instrumenti ausgehende Licht ist potentiell gefahrlich. Je langer man ihm ausgesetzt
ist, umso hoher ist das Risiko einer Beschadigung des Auges. Die Aussetzung gegeniber dem Licht dieses
Instrument, wenn dieses mit maximaler Intensitat arbeitet, wird innerhalb von 3 Minuten die Sicherheitsrichtlin-
ien Uberschreiten. Die Reichweite der Bildschérferegulierung fiir die Kompensierung des Refraktionsfehlers des
Patienten ist: -10 D bis +8 D. D-EYE erfiillt die Anforderungen des Qualitditsmanagements 1SO 13485, FDA GMP
und HIPAA Patient Privacy Standards. Beschwerden und berichtenswerte Vorkommnisse kénnen Sie D-EYE lber
die Anwendungs-/Websiten-Sektion oder per Mail unter support@d-eyecare.com, oder per Post an D-EYE Srl via
Tommaseo 77 35131 Padua Italien richten. Bitten melden Sie sich bei uns, sollten Sie weitere Informationen Uber
das Produkt und unser laufendes Forschungsprojekt.




MECHANISCHE INSTALLATION ohe
E Nehmen Sie das D-EYE-Gerat aus der Verpackung. (siehe Abbildung auf Seite 8)

. Nehmen Sie das Gehé&use Ihres Smartphones und 6ffnen Sie die Schrauben oder den Clip auf. (Seite 9)

. Offnen Sie das Gehause und setzen Sie Ihr Smartphone ein. (Seite 10)

. Schliessen Sie das Gehause des Smartphone und drehen Sie die Schrauben oder den Clip zu. (Seite 11)

. Die Unterseite des D-EYE-Geréts in Kontakt mir dem Smartphone positionieren. Ein Magnetsystem wird Ihnen
helfen, das Gerat korrekt auf dem Smartphone zu positionieren. Fiir die mechanische Installation von anderen
Smartphones, schauen Sie auf das sich eventuell im Anhang befindliche Beiblatt. (Seite 12)

6. Der durchscheinende Kreis auf der Unterseite des D-EYE-Geréts sollte auf gleicher Linie mit der Kamera des
Smartphones liegen. Das Zentrum des durchscheinenden Fensters sollte auf gleicher Linie mit der Leuchtdiode des
Smartphones liegen. (Seite 13)

7. Starten sie die D-EYE-Anwendung. Positionieren Sie das Smartphone nah am Gesicht des Patienten (1-3 cm),
wobei das D-EYE-Gerat dem Patienten gegentiber liegt und der Display des Smartphones gegeniiber dem Analysa-
tor ist. (Seite 16)

8. Beginnen Sie die Untersuchung des fundus oculi. (Seite 17)

ANWENDUNGSINSTALLATION, LOGIN UND SIGNUP

9. Offnen Sie den App Store und suchen sie nach der D-EYE-Anwendung. Installieren Sie die Anwendung auf Ihrem
iPhone. Laden Sie die Anleitung furr die Anwendung auf http://www.d-eyecare.com/documentation herunter. (Seite 20)
10. Offnen Sie den Play Store und suchen sie nach der D-EYE-Anwendung. Installieren Sie die Anwendung auf Ihrem
Android-Smartphone. Laden Sie die Anleitung firr die Anwendung auf http://www.d-eyecare.com/documentation
herunter. (Seite 21)

11. LESEN SIE DEN DISCLAIMER SORGFALTIG. Sie missen die Regeln und Beschrankungen des Disclaimers
akzeptieren und sie befolgen, um sich auf der D-EYE-Seite einzuloggen oder zu registrieren. (Seite 22)

s W=



LICHTBEDINGUNGEN FUR ®
DIE UNTERSUCHUNG D-EVE

Die Untersuchung wird am besten bei geddmpftem Licht durchgefiihrt. Umfassende Netzhautuntersuchen
(bis zum Aquator) kénnen bei geweiteter Pupille durchgefiihrt werden. Der Sehnervkopf und der hintere Pol E
kénnen durch die nicht erweiterte Pupille hindurch abgeschatzt werden, mit einem nicht weniger als ~3 mm

betragenden Durchmesser,

Um sicherzustellen, dass die Nase des Patienten der Kamera nicht im Weg ist, raten wir fiir iPhone-Modelle fiir

das rechte Auge vertikal und fiir das linke Auge horizontal zu halten.

Die Aufnahme wird auf &hnliche Weise wie eine normale Augenspiegelung, wobei das D-EYE auf einen

Abstand von 1-3 cm vom Auge des Patienten gebracht wird:Je weniger der Abstand ist, umso weiter ist das
Beobachtungsfeld.

Ein Video, das die korrekte Aufnahmeprozedur zeigt, ist auf http://www.d-eyecare.com verfiigbar.

Fir die meisten Augen wird nur zu einer Lichtintensitat (eine Option nur fiir iPhone-Benutzer) zwischen 2/4 und

4/4 geraten, je nach GréBe der Pupille und der Netzhautpigmentierung .




HINWEISE
D-EYE

E Hinweise: Um den Sehnervkopf zu sehen, bitte Sie den Patienten, geradeaus zu gucken und nahern sich mit

leicht in Richtung der Nase des Patienten gebeugtem Smartphone. Um die Makula zu sehen, nahern sie sich
dem Auge auf gerader Linie, Richtung hinterer Pol, oder bitten Sie den Patienten, direkt in das Licht des D-EYE
zu gucken. Um die periphere Netzhaut zu sehen, neigen Sie das Smartphone in die Richtung des Quadranten
der Netzhaut, der untersucht werden soll und/oder bitten Sie den Patienten, in diese Richtung zu blicken (bzw.
um den temporéren Quadranten der Netzhaut zu untersuchen , neigen Sie den Lichtstrahl leicht temporar und
bitten Sie den Patienten temporar zu blicken).

Wir raten, wahrend der Lernkurve der Prozedur fiir das Screening der Netzhaut “Video” statt “Multishots”
auszuwéhlen.



® FOKUS

D-EYE

= Erweitertes Auge: Richten Sie das Smartphone auf das Gesicht des Patienten und bewegen Sie das D-EYE in der Néhe
des Auges, wobei Sie auf den Rote-Augen-Reflex abzielen. Der Autofokus wird automatisch den Refrakuonsfehler des Auges
kompensieren. Wenn das Smartphone korrekt auf die Netzhaut eingestellt ist, tippen Sie auf das AF Symbol um den korrekten
Fokus zu blockieren. Fiihren Sie die Netzhautuntersuchung durch.

= Nicht erweitertes Auge ohne Refraktionsfehler: fiir emmetrop nicht erweiterte Augen. Halten Sle den Autofokus aktiv, fokus-
sieren sie ein Ziel in unendlichem Abstand (~3 Meter), blockieren Sie den Fokus mit Druck auf das AF Symbol, fiihren Sie die

Untersuchung durch.

=Nicht erweitertes Auge (Pupillendurchmesser kleiner

als 3 mm) mit hyperopem Fehler:

1. Autofokus halten.

2. Ein Ziel mit dem Abstand geman der folgenden

Tabelle fokussieren:

Hyperoper Fehler Abstand Ziel
2 Dioptrien 50 ¢cm / 20 zoll
3 Dioptrien 30cm/ 12 zoll
4 Dioptrien 25 cm /10 zoll
5 Dioptrien 20 cm/ 8 zoll

3. Fokus mit einem Klick auf E\F: blockieren.

4. Untersuchung durchfiihren.

=Nicht erweitertes Auge (Pupillendurchmesser kleiner als 3 mm) mit
Myopie:
1. Das D-EYE-Geréat abnehmen.
2. Autofokus aktiv halten.
3. Ein Ziel mit dem Abstand gemaf der folgenden Tabelle fokussieren:

Myopie Abstand Ziel

2 Dioptrien 12.cm/ 5 zoll

4 Dioptrien 17 cm /7 zoll

6 Dioptrien 25cm /10 zoll

8 Dioptrien 50 cm /20 zoll

10 Dioptrien Unendlich (~3 Meter)

4.Fokus mit einem Klick auf E\F: blockieren.
5 Das D-EYE-Gerat wieder anschliessen.
6. Untersuchung durchfiihren.



SICHERHEITSINFORMATIONEN ohe

E ¢ Aligemeine Warnung: Die Nichtbefolgung dieser Anweisungen kann Verletzungen nach sich ziehen oder

dem D-EYE oder den benutzenden Personen Schaden zufiigen.

* Handhabung und Transport: D-EYE besteht aus zerbrechlichen Einzelteilen. Nicht fallen lassen, ausein-
ander nehmen, verbrennen, oder bemalen. Nach Beschadigung nicht mehr benutzen. Die Unter- und Ober-
seite sind aus Glas gemacht. Diese Teile kénnen durch Herunterfallen oder einen starken Sto3 beschadigt
werden. Das beschadigte D-EYE nicht mehr benutzen und die Glasseiten nicht anfassen. Legen Sie das
D-EYE nach der Benutzung in seinen Behalter.

* Kompatibilitdt mit Smartphones: D-EYE wurde mit konformen Smartphones entworfen und getestet. Die
Benutzung des D-EYE mit nicht-konformen Smartphones kann das D-EYE-Produkt beschadigen, sowie das
Smartphone sowie die Menschen, die damit untersucht werden; zudem kénnten die Ergebnisse der D-EYE-
Analyse nicht gultig oder nicht zuverlassig sein.

* Reinigung: Reinigen Sie den Metallring und das Gehause des D-EYE mit einem weichen in Alkohol oder
milder Reinigungs-/Disinfektionslosung getranktem Tuch. Reinigen Sie die Linsen mit einem sauberen Bril-
lenreinigungstuch. Keine mit Losungsmittel versetzte Reinigungsmittel auf den Linsen benutzen. Das D-EYE
in keine Art von Lésungsmittel eintauchen.

* Disinfektion: Das D-EYE nicht steril machen.



SICHERHEITSINFORMATIONEN ohe

* Wasser: Das D-EYE nicht dem Kontakt mit Wasser oder Regen aussetzen. Vermeiden Sie die Benutzung E

und die Aufbewahrung an feuchten Orten. Keine Flissigkeit oder Nahrungsmittel auf das D-EYE verschiit-
ten. Lassen Sie das D-EYE an der Luft trocknen; keine Hitzequellen benutzen.

¢ Verschluckungsgefahr: Einige Teile des D-EYE-Zubehdrs kdnnen eine Verschluckungsgefahr fiir kleine
Kinder darstellen. Bewahren Sie diesen Zubehér auBerhalb der Reichweite von kleinen Kindern auf.

* Temperaturbereich: Das D-EYE wurde fiir das Arbeiten von -20°C bis +45°C entworfen. Das Arbeiten
mit dem D-EYE auBerhalb dieses Temperaturbereiches kann das Geréat beschéadigen. Vermeiden Sie eine
Benutzung des D-EYE bei schnell wechselnden Temperaturen oder Feuchtigkeit, um eine Kondensierung
(ber oder innerhalb der Linsen zu vermeiden.

* Magnete: D-EYE benutzt 4 Magnete, um das Geréat an das Smartphone anzuschliessen. Lassen Sie keine
Magneten in der Nahe von magnetfeldsensiblen Gegenstanden wie Kredit- und Bankkarten, Herzschritt-
macher, Defibrillatoren, elektrischen und elektronischen Systemen, Display-Oberflachen, Notebooks,
mechanischen Uhren, oder Lautsprecher. Der Magnet hat einen Schutzbezug. Herunterfallen oder das
Schlagen auf harte Oberflachen kdnnen den Magnet irreversibel beschédigen. Der Schutzbezug enthalt
Nickel; langeren Kontakt mit der Haut vermeiden.



SICHERHET, VERTRAULICHKEIT b.CvE

E 1. Integritat und Verflgbarkeit jeder Art von fir die D-EYE-Anwendung verwendetem Passwort ist nur fiir die

individuelle Benutzung gedacht. Benutzer sind fir die Sicherheit des Passworts verantwortlich.

2. Die Sicherheitmerkmale der D-EYE-Anwendung erlauben es den Benutzern, Verpflichtungen einzugehen,
um die Vertraulichkeit, Integritat und Verfiigbarkeit der Gesundheitsinformationen des Patienten, sicher zu
stellen. Der Schutz der Patientendaten ist alleinige Verantwortung des Benutzers. Die Benutzer miissen die
Identitat des Patienten (berprifen, bevor Sie Patientenakten speichern oder versenden. D-EYE empfiehlt
auch, einen Passcode in iOS einzurichten, um das iPhone noch mehr zu schiitzen.

3. Fir die Verwaltung des Backups ist der Benutzer verantwortlich. D-EYE ist nicht verantwortlich weder fir
das Backup von Daten, noch die Wiederherstellung, noch die Archivierung.

4. Die Daten der Untersuchung sind im Smarthone verschliisselt. Ohne Passwort kann der Benutzer nicht auf

die Daten zugreifen. Das Passwort kann neu eingestellt werden, doch die bisher aufgenommenen Daten
gehen dabei verloren.



GARANTIE
D-EYE

1. D-EYE Srl gibt Garantie dafiir, dass D-EYE keine Material - und Herstellungsdefekte hat, und dass es unter
Befolgung der Hinweise des Herstellers fiir ein Jahr ab dem Kaufdatum funktioniert. DIESE GARANTIE IST
NUR AUF DEN URSPRUNGLICHEN KAUFER DIESES PRODUKTS ANWENDBAR.

2. Wenn bei diesem Instrument wéhrend der Garantiezeit Material — und Herstellungsdefekte gefunden
werden sollten, wird D-EYE das Instrument reparieren oder das Instrument oder Einzelteile mit einem
Produkt der gleichen Art oder Qualitat austauschen, ohne dass dem Kéaufer Kosten fiir die Repartur oder
die Einzelteile entstehen. Das reparierte oder ausgetauschte Produkt wird eine Garantie von 90 Tagen ab
dem Ruckverschickungsdatum oder fiir die restliche Zeit der urspriinglichen Garantie, je nachdem welcher
Zeitraum langer ist.

3. Diese Garantie ist nur auf von D-EYE oder autorisierten Zwischenhandler oder Vertretern neu erstandene
D-EYE-Systeme anwendbar.

4. Der Kaufer muss das D-EYE-System direkt an D-EYE oder den autorisierten Zwischenhéndler oder
Vertreter zuriickgeben und fiir die Verschickungskosten aufkommen. Firr Reparatur oder Umtausch eines
D-EYE-Produkts muss der Kaufer eine Return Material Authorization (RMA)-Nummer von der D-EYE-
Assistenz erhalten, indem er eine Reparaturanfrage via Email support@d-eyecare.com richtet.



GARANTIE

5. Diese Garantie deckt keine Bruchschaden oder Defekt durch Aufbrechen, falsche Benutzung, Nachléssig-
keit, Unfalle, Veranderungen oder Verschickung.

D-EYE

6. D-EYE IST GEGENUBER IHNEN ODER ANDEREN PERSONEN NICHT HAFTBAR FUR JEGLICHE
ANSPRUCHE, VERLUSTE, KOSTEN, AUFWANDE, SchADEN, DIE VON FALSCHER BENUTZUNG
DIESES PRODUKTS HERVORGERUFEN WERDEN. D-EYE wiRD IN KEINER ART UND WEISE VERANT-
WORTUNG FUR JEGLICHEN SCHADEN UBERNEHMEN, DIE AUF EINE INKORREKTE BENUTZUNG
DES GERATS ZURUCKZUFUHREN SIND, AUCH WENN D-EYE VOR DIESER MOGLICHKEIT GEWARNT
HAT.

7. Diese Garantie ist nichtig, falls das Instrument nicht unter Beachtung der Anraten des Herstellers benutzt

wurde oder von anderen Stellen als D-EYE oder von D-EYE autorisierten Vertretern repariert wurde. Es wird
keine weitere explizite oder implizite Garantie gegeben.



LEGENDE SYMBOLE EN980

D-EYE

Symbole

Titel

Beschreibung

CE-Kennzeichnung

CE-Kennzeichnung laut der EU-Direktive
93/42/EEC, Anhang XI|

Hersteller

Angabe des Herstellers des medizinischen
Gerats nach EU-Direktive 93/42/EEC.

Seriennummer

This symbol shall be accompanied by the
manufacturer’s serial number.

Katalognummer Dieses Symbol kommt zusammen mit der
Seriennummer des Herstellers.
Vorsicht Gebrauchsanweisung zu Rate ziehen.
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D-EYE
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AVISO LEGAL

ATENGAO! A UTILIZAGAO DESTA APLICAGAO SEM “D-EYE” INSTALADO E ESTRITAMENTE PROIBIDA!
ESTA APLICACAO NAO FOI PROJETADA PARA SER UTILIZADA COMO SOFTWARE STAND ALONE. PO- PT
DEM VERIFICAR-SE LESOES GRAVES EM CASO DE UTILIZAGAO DO PRODUTO EM UM SMARTPHONE
SEM O AUXILIO DA APLICAGAO.

O produto deve ser utilizado por um médico especialista o por um operador qualificado autorizado. A aquisicédo
das imagens deve acontecer apenas com o dispositivo hardware instalado como por instrugées. A utilizagao
incorreta da aplicagao (sem o dispositivo ligado ou montado de maneira nao conforme) pode provocar danos
ao dispositivo e as pessoas envolvidas. Os pedidos de seguranga do produto e as certificacdes serao com-
pletados para a aceitagdo da comunidade médica global. As certificacdes atualmente processadas sao:

- U.S. Food and Drug Administration: HKI Ophthalmic camera class Il 510(K) exempt;

- Medical Device Directive 93/42/CEE class I.

D-EYE com alguns smartphone poderia ser um dispositivo ISO 15004-2 de grupo 2.

ATENGAO - A luz emitida por este instrumento é potencialmente perigosa. Quanto maior a exposigao, maior é
o risco de dano ocular. A exposicado de luz acionada a méxima intensidade nao deve exceder os 3 min. A gama
de regulagéo do fogo para a compensacao de erro de refragao do paciente é:-10 D a +8 D.

D-EYE satisfaz os requisitos de gestdo da qualidade ISO 13485 e FDA GMP e HIPAA Patient Privacy Stand-
ards.

Para qualquer reclamagéao dirigir-se a D-EYE da secao app do site ou por e-mail a support@d-eyecare.com
ou por correio a D-EYE Srl via Tommaseo 77 35131 Padova ltalia. VariOS testes clinicos estao em curso. Por
favor, entre em contato conosco se quiser receber mais informagoes sobre o produto e 0s nossos programas
de pesquisa.

D-EYE




INSTALACAO MECANICA
D-EYE

1. Remover o dispositivo D-EYE da confegao (veja a ilustragdo na pag. 8).
2.

Tomar o estojo e desaparafusar os parafusos ou o clipe de bloqueio (pag. 9).
3. Abrir o estojo e inserir o seu préprio smartphone (pag. 10).
4. Fechar o estojo sobre o smartphone e parafusar os parafusos ou o clipe (pag. 11).
5. Posicionar o lado inferior do dispositivo D-EYE em contato com o smartphone. Um sistema magnético con-
tribuird para posicionar corretamente o dispositivo no smartphone. Visualizar a possivel folha em anexo para a
instalagdo mecéanica de outros smartphones (pag.12).
6. O circulo transparente no lado inferior do dispositivo D-EYE deve ser alinhado com a camara do smart-
phone. O centro da janela transparente deve ser alinhado com o LED do smartphone (pag. 14).
7. Iniciar a aplicagao D-EYE. Posicionar o smartphone perto do rosto do paciente (1-3 cm) com o dispositivo
D-EYE dirigido para o paciente e o display do smartphone dirigido para o analizador (pag. 16).
8. Comegcar o exame do fundus oculi (pag. 17).

INSTALACAO APP, LOGIN E SIGNUP

9. Abrir o App Store e procurar a app D-EYE. Instalar a aplicagdo no seu préprio iPhone (pag. 20).

10.Abrir o playstore e procurar a app D-EYE. Instalar a aplicagdo no seu préprio Android smartphone. Descar-
regar o guia da aplicagao em http://www.d-eyecare.com/documentation (pag.21).

11. LER COM ATEN(;AO O AVISO LEGAL. Para aceder a app € preciso aceitar as condicoes de utilizagao
(pag.22).



CONDICOES DA LUZ PARA O EXAME = ®©

D-EYE

E melhor efetuar o exame em condic¢oes de pouca luz. Os exames panoramicos da retina (até o equador)
podem ser executados somente com a pupila dilatada. A cabega do nervo ético e o polo posterior podem ser
avaliados através a pupila nao dilatada, com um didametro néo inferior a ~ 3 mm.

Por causa do nariz, para alguns modelos de iPhone aconselha-se a ter o smartphone na posicao vertical para

o olho direito e horizontal para o olho esquerdo.

A aquisicéo é conduzida de maneira anédloga a uma normal oftalmoscopia posicionando o D-EYE a uma
distancia entre 1 e 3 cm do olho do paciente.
Minor ¢ a distancia do olho, mais largo é o campo de observagao.

Um video que mostra o processo de aquisic@o correta esta disponivel no endereco: http://www.d-eyecare.com

Para a maioria dos olhos, sugerimos una intensidade de luz (opg&o disponivel somente para os utentes de
iPhone) entre 2/4 e 4/4 segundo as dimensodes da pupila e a pigmentacéo da retina.



SUGESTACOES

Sugestacoes: para visualizar a cabega do nervo ético, pedir ao paciente para olhar para a sua frente e

PT aproximar-se ao oftalmoscopio com o nariz ligeiramente inclinado.
Para visualizar a macula, aproximar o olhar diretamente para o polo posterior ou pedir ao paciente para fixar a
luz.
Para visualizar a retina periférica, inclinar o smartphone para o quadrante da retina a ser examinado e/ou pedir
ao paciente para olhar para aquela diregdo (ou seja, para examinar o quadrante da retina temporal, inclinar
ligeiramente o feixe de luz temporariamente e/ou pedir ao paciente para olhar temporariamente).

D-EYE

Aconselha-se a selecionar “video” para o screening da retina, em vez de “multishots’ durante a curva de
aprendizaje do processo.

82




® FOCUS

[A5]
=Olho dilatado: apontar o smartphone para o rosto do paciente e aproximar o smartphone para o olho. O autofocus AF,
compensa automaticamente o erro de refragdo do olho.

D-EYE

=0lho nao dilatado sem erros de refragéo: para os olhos néo dilatados emetropes, manter ativo o autofocus. Focar um
alvo a uma distancia infinita (~ 3 metros). Focar bloqueando com um tap no icone Tg' . Realizar o exame.
[l

= Olho nao dilatado (o didametro da pupila é menorde 3  =Olho nao dilatado (o diametro da pupila € menor de 3 mm)

mm) com erro de hipermetropia: com erro de miopia:
1. Manter autofocus ativo. 1. Remover o dispositivo D-EYE.
2. Focar um alvo a uma certa distancia segundo a 2. Manter autofocus ativo.

seguinte tabela: 3. Focar um alvo a uma certa distancia segundo a seguinte
Erro Hipermetropia Distancia alvo tabela:
2 dioptrias 50 cm / 20 polegadas Erro Miopia Disténcia alvo
3 dioptrias 30 cm/ 12 polegadas 2 dioptrias 12 cm /5 polegadas
4 dioptrias 25 ¢cm / 10 polegadas 4 dioptrias 17 em /7 polegadas
5 dioptrias 20 cm / 8 polegadas 6 dioptrias 25 cm/ 10 polegadas

8 dioptrias 50 cm / 20 polegadas
Bl o do focus fazendo click em/&F, PO -

3. oqueio (e 10 dioptrias Infinito (~3 metros)
4. Realizar o exame.

4. Bloqueio do focus fazendo click em E\F:.
5. Reconectar o dispositivo D-EYE.
6. Realizar o exame.



INFORMACOES SOBRE A SEGURANQAD@E

* Instrucoes gerais: a falta de observanca destas instrugdes pode provocar lesdes ou danos ao D-EYE ou
PT as pessoas envolvidas na utilizagao do dispositivo D-EYE.

* Manipulacao e Transporte: D-EYE é constituido por componentes frageis. Nao deixe cair, desmontar,
incendiar ou pintar. Nao utilize se danificado. A face superior e inferior sao de vidro. Estas partes podem ser
prejudicadas por uma gota ou um choque forte. Nao utilize um D-EYE danificado e nao toque as superficies
de vidro.

* Compatibilidade com Smartphones: o dispositivo D-EYE foi projetado e testado com os smartphones
compativeis. A utilizagéo do dispositivo D-EYE com os smartphones nao conformes poderia prejudicar o produ-
to D-EYE, o smartphone e as pessoas envolvidas; além disso os resultados das andlises D-EYE poderiam ser
invalidas ou nao confiaveis.

¢ Limpeza: limpar o anel de metal e o estojo D-EYE com um pano macio embebido em &lcool ou em deter-
gente neutro/solugdo desinfetante. Limpar as lentes com um pano ético limpo. Nao utilize detergentes a base
de solventes nas lentes. Nao imirja D-EYE em nenhuma solugéo.

* Esterilizagao: nao esterilize o dispositivo D-EYE.



INFORMACOES SOBRE A SEGURANCA ©

D-EYE

e Agua: nao exponha o dispositivo D-EYE a 4gua ou a chuva. Evitar a utilizagdo e a conservagdo em lugares

umidos. Nao derrame liquidos ou comida sobre o D-EYE. Deixar secar o dispositivo D-EYE ao ar; manté-lo
longe de fontes de calor.

* Risco de asfixia: alguns componentes do dispositivo D-EYE podem apresentar um risco de asfixia para
criangas pequenas. Manter estes componentes longe do alcance das criangas.

* Faixa de temperatura: o D-EYE foi projetado para operar de -20°C até +45°C. O funcionamento do D-EYE
fora desta faixa de temperatura, poderia prejudicar o dispositivo. Evitar de utilizar o D-EYE em rapida mudanga
das condigoes de temperatura ou umidade para evitar a condensagao sobre ou dentro as lentes.

o imas: o D-EYE utiliza 4 imas para ligar o dispositivo ao smartphone. Nao coloque os iméas perto de objetos
sensiveis ao campo magnético como cartdes de crédito, marcapasso, desfibrilatores, sistemas elétricos e
eletronicos, telas, notebooks, relégiOS mecéanicos ou alto-falantes. O ima tem um revestimento protetor. A
queda e os choques podem prejudicar o ima irreversivelmente. O revestimento contém niquel, evitar o contato
prolongado com a pele.



SEGURANCA, DISCRICAO

1. Integridade e Disponibilidade. Qualquer password utilizada para a aplicagdo D-EYE é apenas para uso

D-EYE

individual. Os utentes sao responsaveis pela seguranga da sua prépria password.

2. As carateristicas de seguranga da aplicagdo D-EYE permitem aos utentes de cumprir as obrigagdes de
discricao, integridade e disponibilidade das informagdes sanitarias dos pacientes. A protegdo dos dados dos
pacientes é exclusiva responsabilidade dos utentes. Os utentes tém que verificar a identidade do paciente
antes que armazenar ou enviar os dados dos pacientes. Também D-EYE recomenda utilizar um cédigo de
acesso no sistema operativo para proteger ainda mais o iPhone.

3. A gestao dos backups é responsabilidade do utente. D-EYE n&o é responsavel pelo backup dos dados,
recuperagao e arquivamento.

4. Os dados do exame estao criptografados no smartphone. Sem a password o utente ndo pode aceder aos
dados. A password pode ser restabelecida, mas os dados previamente adquiridos seréo perdidos.



CONDICOES DE GARANTIA ohe

1. Com a presente garantia, D-EYE garante o D-EYE de eventuais defeitos de material ou fabricacao durante

o periodo de um ano a partir da data da compra. ESTA GARANTIA APLICA-SE APENAS AO COMPRADOR
ORIGINAL DESTE PRODUTO.

2. Se durante o periodo de garantia se encontrassem defeitos de material ou fabricagdo, D-EYE reparera ou
substituird o produto ou sus componentes defeituosos nos termos e nas condi¢ées abaixo, sem nenhum énus
para os custos de ma-de-obra ou das partes de substituigao. O produto reparado ou substituido sera garantido
por 90 dias a partir da data de remessa de devolucao ou pelo saldo da garantia original, o que for maior.

3. Esta garantia aplica-se apenas aos sistemas D-EYE comprados novos de D-EYE ou de seus distribuidores
ou representantes autorizados.

4. O comprador tem que retornar o sistema D-EYE diretamente a D-EYE ou a um distribuidor autorizado ou a
um representante e suportar os custos de remessa. Para a reparagao ou a substituicdo de um produto D-EYE,
o comprador tem que obter uma Autorizacdo de Devolugao de Mercadoria (ADM) da assisténcia D-EYE, ou
apresentar um pedido de reparagao por e-mail escrevendo a support@d-eyecare.com.

5. Esta garantia ndo cobre quebras ou falhas derivadas por alforrias, abuso, negligéncia, acidentes, modifi-
cagdes ou remessa.



CONDIGCOES DE GARANTIA

6. D-EYE NAO SERA RESPONSAVEL POR O COMPRADOR OU TERCEIROS POR REIVINDICAGOES,

- PERDAS, CUSTOS, DESPESAS, DANOS DE QUALQUER TIPO DERIVANTES, E NAO, POR UMA UTILIZA-
GAO NAO APROPRIADA DO DISPOSITIVO. D-EYE NAO SERA, DE NENHUMA MANEIRA, RESPONSAVEL
POR DANOS FEITOS POR UMA UTILIZAGAO INCORRETA DO DISPOSITIVO MESMO SE FOI A PROPRIA
D-EYE QUE AVISOU PARA ESSAS POSSIBILIDADES.

D-EYE

7. Esta garantia é nula se o instrumento n&o é utilizado em conformidade com as recomendages do produtor
ou se é feita reparagdo ou manutengao por sujetos diferentes de D-EYE ou de um representante D-EYE autori-
zado. Nenhuma outra garantia explicita ou implicita € dada.



SIMBOLOGIA PROD. ®
DE ACORDO COM EN980 D-EYE
Simbolos Titulo Descricao
Marcagéo CE Indica a marcagdo CE de conformidade
c € ao abrigo da diretiva europeia 93/42/CEE,
anexo XII
Fabricante Indica o produtor do dispositivo médico
M ao abrigo da diretiva 93/42/CEE definida
pela UE

Numero de série Este simbolo é acompanhado pelo nimero
de série do fabricante.

- Numero de catalogo Este simbolo é acompanhado pelo niimero

de série do catélogo.

Atencao Consulatar a documentagdo em anexo.
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D-EYE
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DISCLAIMER

D-EYE

MOXeT BbITb MCMONb30BaHO B kavecTse «Software stand alone». Ecnu Bbl n3nonb3yeTe NpoayKT Ha OAHOM
cMapToHOM 6e3 NPUNOXEHNA, MOXET NPOM3O0LLN CEPbE3HbIE TPABMbI.

MpoayKT fomkeH 6bITb UCMOMb30BaH CNeunanMcToM Unmn KBanuuumpoBaHHbIM YMOMHOMOYEHHbIM ONepaTopoM.
MprobpeTeHune n3obpaxkeHnin AOMKHO ObITb BCEraa 1 TONbKO C YyCTPOWCTBOM «hardware», yCTaHOBNEHHOTO B
COOTBETCTBUM C UHCTPYKUMAMU. HenpasBunbHOe NCNoNb30BOHUE NPUNOXEHUA (6e3 yCTPoWCTBa NOAKIIOYEH UK
NOAKIIOYEH HENPOBUBHO) MOXET MPUYUHUTD yLiepba K YyCTPONCTBY NOAEN.

3anpocbl 0 6e30nacHoCTH 1 cepTudmkaumm 6yayT 3aBepLueHbl K MPUHATUIO MEAULIMHCKOrO coobLLecTBa B LIefIOM.
TenepLwHve cepTudunkaumm:

- U.S. Food and Drug Administration: HKI Ophthalmic camera class Il 510(K) exempt;

- Medical Device Directive 93/42/CEE class .

D-EYE ¢ HekoTopbiMu cmapTdoHamu Mor 6bl 6b1Tb yeTporcTeom ISO 15004-3 rpynna 2.

OCTOPOXXHO- CseT n3ny4aemblii 3TOr0 yCTPOUCTBA ABMAETCA NOTEHUMANbHO onacHbIM. bonblue
NPOAOIKUTENBHOCTL BO3AENCTBUA, TeM BonbLLEe PUCK NMOBPEXAEHWA rmasHon. [oaBepyaHue ceeTa OT 3TOro
VHCTPYMEHTA, KOrAa UCOMb3yeTCA B MakCUMasbHOM MHTEHCUBHOCTM ByaeT npeBbilwaTth AMPeKTUBy 6econacHocTn
nocne 3 MUHyT. [lnana3oH LeHTpa NoACTPOMKa K KOMMeHcauua npenamnaowmii owmbky naunerTa: -10[ k +8[.
D-EYE ynoBneTtBopAeT npeboBaHnAM MeHemxMeHTa kadectsa 1SO 13485 n FDA GMP u HIPFF Patient Privacy
Standards. XXanyeTca n noanexalumin peructpaumm cnyyanm moxeT 6biTb o6ecneumnsatoT k D-EYE cekuun
npunoxexuns/cainta B VIHTepHeTe Unm aneKTpom no4Tomn K support@d-eyecare.com, unu noytont k D-EYE Srl via
Tommaseo 77 35131 Padua ltaly. Moxanyincta BonanTe B KOHTaKT C HAMKW, €CNK Bbl XO4eTe nony4arb 6onbLue
VHhOpMaLMM OTHOCUTENBHO MPOAYKTA U HALUMX TEKYLUMX UCCNEeAoBaTeNbCKUX NporpaMm.

OCTOPOXXHO! Ucnonb3osoHue atoro npunoxexus 6e3 «D-EYE» cTporo 3anpelyeHo! 3To npunoxeHue He



MEXAHWYECKAA YCTAHOBKA

D-EYE
. Ynanute D-EYE oT kopobku. (CMOTpeTb unlocTpauma cTpaHuua 8)
. Bepute dhyTnAp cmapToHa 1 OTKPOIATE BUHTbI UK KNuM. (CTpaHuLa 9)
. OTKpbITe hyTnAp 1 BCTaBbTe CBOV CMapTOH. (cTpaHuua 10)
. 3akpbiTe dyTnAp Ha cMapTOHe 1 3aKPONTE BUHTbI MK Knun. (CTpaHuua 11)
. PaamecTitTe cTopoHy ocHoBaHuA D-EYE B koHTakTe ¢ cmMapThoHoM. MarHutHaa cuctema nomoxeT
NPOBUIBHO PacMOOXUTb YCTPOMCTBO Ha cMapToHe. CMOTPITE Ha BOSMOXHbIA MPUAAHHbIA INCT, 4TO6LI
BUETb MEeXaHN4eCKyIo YCTaHOBKY ANA Apyrx cMapTgoHOB. (CTpaHuua 12)
6. [Mpo3payHbIii Kpyr Ha cTapoHe ocHoBaHuA ycTponcTea D-EYE fomkeH 6biTb BLIDOBHEH K Kamepe
cmapTchoHa. LieHTp npo3payHoro okHa aomkeH 6biTh BbipoBHeH ¢ LED cmapTdoHa. (cTpaHuua 14)
7. Haunnte D-EYE npunoxenue. NMomecTiiTe cmMapThoH okono nuua nauveHTa (1-3 caHtumeTp) ¢
ycTpoiicTeom D-EYE, koTopom fomxkeH 6biTb 06palléH K nauMeHTy 1 aucnnei cmapTdoHa o6palléH k
aHanuaaropy. (cTpaHuua 16)
8. HaunnTe paccmoTpeHue rnasHoro gHa (fundus oculi). (cTpaHuua 17)

a s oONn =

YCTAHOBKA TPUTIOXEHWA, JIOMMH U1 PETUICTPALIMA

9. OtkpbiTe APP STORE n nwiite npunoxerue D-EYE. YcToHoBuTe npunoxexue Ha sawem |-PHONE.
(cTpaHuua 20)

10.07kpbiTe PLAY STORE u nwiite npunoxerune D-EYE. YcToHoBuTe npunoxerune Ha sawem ANDROID
cmapThoHom. Ckauinte APP- nHcTpykumio Ha htth://www.d-eyecare.com/documentation. (ctpanuua 21)

11. BuumatenbHo npauntainte DISCLAIMER. Bbl 4OmKHbI NPUHATL Npasuna u orpaHnyeHna DISCLAIMER,
4TOBbI BLIMOMHATBL NOTUH UK 3aperncTpupoBatheA cTpaHuuy D-EYE. (cTpaHuua 22)



YCJ10BVA CBETA AJIA OCMOTPA

D-EYE
OCMOTp ny4iue NpoBOAUTCA B TYCKJIbIX JIErKUX YCITIOBUA. naHOpaMHble 3KNepTU3bl CeTHaTKN (,qo
3KEaT0pa) MoryT 6bITb BbINONbHEHbI TOMBKO C pacwMpeHHbIM 3pa4KOM. OnTu4yeckan ronosa HepBa un RU

CreaytoLni Mosiloc MOryT BbITh OLEHEHb! Yepe3 HEPOCLUMPEHHOTO 3payka, C ANaMeTPOM He MEeHbLINA YeM 3
MM.

W3-3a Hoc, anA HekoTopkix Moaeneit I-PHONE pekomeHayeTcA fiepxaTb CMapTgoH BEPTUKaNbHLIM AnA
npaBoro rn1asa ¥ ropu3oHTarbHbLIM AJ1A NeBOro rmasa. MNprobpeTeHne NpoBOANTCA @HANIOMMYHO C HOPMATLHON
ochTanbmMocKonmen, noavumonnposaHuA D-EYE Ha paccToAHMe OT rnasa, 3To Haubornee LWmpokoe none
3peHun.

Bupaeo, nokassiBatolliee NpasunbHYO NpoLieaypy NpMoBpeTeHnA MOXHO Nony4nTs Ha htth://www.d-eyecare.

com. [InA 60MbWKMHCTBA a3, Mbl NpeAnonaralnT MHTEHCUBHOCTbL CBETa (TONbKO ANiA nonb3osarenen |-
PHONE ) mexay 2/4 v 4/4,B 3aBU3MMOCTY OT pacMepa 3padka 1 MMrMeHTauum ceTHaTku.



COBETA

D-EYE

CoBeTa: 4TO6bI BU3Yyann3vMpoBaThb ONTUHECKYIO FONOBY HEpBa, MONPOCKTb NauVeHTa CMOTPETb NPAMO Nepes,
RU coboii 1 NoAXoANTb C TeneOHOM K HOCY Crierka HakMoHEHHON nauveHTa.

Y106kl BU3yanuanpoBaTb NATHO, MPUGNM3UTDL K a3y NPAMO Ha 3aAHEM MoJoce Unu MonpocuTb NauveHTa

UCTPaBUTb CBET.

Y106kl BU3yanu3npoBaTh HIKHIOIO CETHTKU, HAKMOHATb CMapPT(OH B KBaJpaHTe ceTyaTku, KoTopaA AorKHa

6bITb PaCCMOTPEHa U/WNN MOMPOCUTL MaLUeHTa CMOTPETH 3TOM HanpaBneHuu (T.e. N3y4nTb BPEeMEHHbIN

KBafpaHT ceT4aTku, crierka HakioHaTb CBETOBOW Ny4 BPEMEHHO W/UMu MonpocuTb MauueHTa CMOTpeTb

BPEMEHHO).

Mbl npeanaraem BbibupaThb «BUAEO» ANA CKPUMHWUHT CETYATKW, BMECTO «MYMTULIOT», B TEYEHWe y3HatoLe

KPUBOW MpoLeaypbl.



® Ookyc

D-EYE

=PaclumpuBLUMIACA rnas3: PaclumpuBLUMIACA ra3: HanpaBbTe CMapTOH B ULE nauneHTa u nepemectute D-EYE
OKOJ10 a3, CTPeMACh KPacHOMY OTpakeHUio. ABTOOKYC aBTOMATUHECKN KOMMEHCHpyeT pedpdKLumnm rnasa.

=He pacwupeH rna3 6e3 pedpakumm: ana YenoBeka ¢ HOpManbHbIM 3peHneM. [lepxxuTe aBToOKYC aKTUBHbIM,
hOKyC Ha Lenm Ha 6eCKoOHeYHOM pacCToAHUM ( ~3 MeTpu), 3axBaTuTe hoKyc ¢ cunrHanom Ha APC nsobpaxkeHn,
BbINOSIbHUTE 3KNEePTU3Y.

=He paclumpeH rna3s ¢ owmnbKo 611M30pyKocTn

=He pacwmpeH rnas ¢ own6Kon fanbHO30pOKOCTH (AnameTp 3payka camblM ManeHbK1M n3 3 Mm):
(AnameTp 3payka camblM ManeHbKUM n3 3 Mm): 1. U3enekute ycTpoiicTso D-EYE.
1. flep>kaTb aBTOCHOKYC aKTUBHBIM. 2. lepxaTb aBTOHOKYC aKTUBHbIM.
2. HaBecTy Ha peskocTb Lerio Ha onpeaeneHHom 3. HaBecTn Ha pe3KoCTb Lo Ha OnpeaeneHHoM
PaccToAHMM B COOTBETCTBIM CO CrieaytoLeil Tabnuueit: PaccTOAHWM B COOTBETCTBUM CO CrieaytoLLeit Tabnuuei:
ownbka PaccTtonHue fo uenu Bnusopykue Ownbka paccTosHue [0 uenu
[[anbHO30pPOKOCTh = -
— — 2 pronTpuid 12 cm /5 gronimoB
2 gronTpuii 50 cm/ 20 grorima — —
4 pyonTpuii 17 cm/ 7 prorimoB
3 avonTpuii 30 cm/ 12 prova = =
6 avonTpuii 25 cm /10 poonmos
4 anonTpuin 25 cv/ 10 aroima = =
A P A 8 avonTpuii 50 cm / 20 aroiimoB
5 avonTpuii 20 cwv/ 8 provima —
10 avonTpwit 6ECKOHEYHO (~ 3 M)
L) ra
3. BadpmkenposaTh oKyC, Haxas AF,. 4. 3acpmkcuposats hokyc, Haxas HF, .
4. BeinonHuTe o6cnenosaHme. 5. MoakntounTe ycTpoiicteo D-EYE.

6. BoinonHuTb o6cnenoBaHue.



NHO®OPMALVA MO BE3OINACHOCTU @

D-EYE

RU * OO6wwue npeaynpexaeHua: HecobniogeHne aTux MHCTPYKLMIAA MOXET NPUHNHUTL TpaBMbl Unu yuepb K
D-EYE wnu nioaeit, BoBne4YeHHbIX B UCNONb3oBaHum ycTpoicTea D-EYE.

* O6paboTtka u TpaHcnopTuposka: D-EYE coctout n3 xpynkux getanei. He 6pocarb, pasbupartb,
noakuraTb 1 KpacuTb. He ncnonb3ayite aTo ecnu noBpexaeHo. BepxHaa 1 HUXKHAA NOBEPXHOCTb CAenaHbl
13 cTekna. OTu getanu MoryT 6biTb No6pexxaeHbl 13-3a NaAeHNA UNn CUNbHOro yaapa. He ncnonb3ayinte
ycTpoicTeo D-EYE noBpex/aeH 1 He npukacaiTech K CTEK/IAHHbIM NOBEPXHOCTAM.

* CoBmecTMMOCTb co cmapTgoHamu: ycTpoincTBo D-EYE 6bino pa3paboTaHo U NpoTECTMPOBAHO C
COBMECTVMbIMU cMopTdhoHamu. Micnonb3osats ycTponicTBo D-EYE co HecoBMeCTUMbIMKU CMOPTOHaMK
Mor 6bl NpuunHUTL NpoaykTa D-EYE, cmapTdoHa 1 niofen, KoTopble BOBMEYeubl; Takxe pesynbTaTbl
aHanusa D-EYE He moryT 6bITb AENCTBUTENBHBIMU U HAAEXHBIMU.

* Y6opka: YncTuTb MexaHndeckoe KonbLo v dyTnAap D-EYE ¢ MArkoi TKaHblo, CMOYEHHO B CrMpTe Uin
B cnabom pacBope MOILLIEero CpeacTsa / Ae3MHMUMPYIOLIEero cpeacTea. HY1CTUTb NIMH30B C YNCTO,
ONTUYECKON TKaHblo. He ncnonbayiite YicTALWME CcpeacTBa C pacTBOpUTENEeM Ha NH3bI. He onyckante
D-EYE B nio6om pacTBopuTene.



NHO®OPMALVA MO BE3OINACHOCTU @

D-EYE

* Bopa: He noasepraiiTe yctpoiicteo D-EYE Boay nnu goxab. M36eratb ncnonb3oBaHnA U XpaHeHnA BO RU
BNaXHbIX MecTax. He nponueaiiTe xyankocTtv unu egy Ha D-EYE. [lainTe BbicoxHyTb ycTponcteo D-EYE B
BO3/yX; lepXXaTb YCTPOICTBO AaneKo OT UCTOYHUKOB Tenna.

* Crepunusauma: He ctepunusyinte D-EYE.

* OnacHOCTb yayweHua: HekoTopble aeTanu ycTpoictea D-EYE moryT npeactaBnATb onacHoOCTO
yOyWeHVA ANA ManeHbKux aeTei. [lepxarb 9Tu feTanu aaneko ot npeaena aeTen.

* [unanasoH temnepatyp: D-EYE npeaHasHaden ana pabotbl oT -20 go +45. Onepauva D-EYE HapyxHaa
CTapoHa 3TOoro TemrnepaTypHOro AvanasoHa Mor 6bl MPUYMHATL YCTPOMCTBO. 36eratb MCMonb30BaHNA
D-EYE Bo BpemA 6bICTPO M3MEHEHNA TeMnepaTypbl NN BIXKHOCTK, 4TOObI 3beraTb KOHAEHCaM Ha 1
BHYTPU NEH3N.

e MarnuTa: D-EYE ucnonb3yeT 4 marHuTa AnA NOAKIIOYEHNA YCTPOCTBA K cMapToHy. He pasmellante
MarHuTbl 65IM3KO K 06bEKTaM, HYyBCTBUTESIbHBLIX K MarHUTHOMY MOS0, Kak KpeauTHbIe KapTbl,
KapAMoCTUMYNATOP, AernbpunATOpbI, 3NEKPUHECKNX U ANEKTPOHHbIX CUCTEMbI, 3KPAHOB, HOYTOYK
MexXaHN4YeCKMX YacoB, U rpoMKoropuTeneit. lMageHue unu ynap MoryT NpUHUHUTL MarHUT HeoBpaTumo.
[MoKpbITHe CoaepXnTb HUKENb; n3beraTb NPOANEHHbIN KOHTAKT C KOXKEeW.



BE3OINACHOCTb, CEKPETHOCTb

D-EYE

RU 1. LlenocTHOCTb 1 AOCTYNHOCTb. N060M Naporb, KoTopaA ucnonb3yeTcA AnA npunoxenna D-EYE Tonbko anA
nHOnBMAOyasbHO NPpUMEHeHUA. Monb3oBatenu HeCyT OTBETCTBEHHOCTb 3a 6e30MacHOCTIO CBOEro napona.

2. OnemeHTbl 6e30nacHocTu nNpunoxerHuin D-EYE nossonAem nonb3oBaTenAM BbINOMHATL 06A3aHHOCTAM
Mo CEKPETHOCTM, LIENOCTHOCTU 1 AOCTYMHOCTY MHbOPMAaLMM O COCTOAHWUM 3[0POBbA NaLMeHTOoB. 3awmTa
AaHHbIX NALVEHTOB UCKITIOYUTENBbHYIO OTBETCTBEHHOCTIO Monb3oBatenen. [onb3oBaTenu fomxKHbI
NpPOBEPUTb JINHHOCTb MALMEHTOB A0 €1 XPaHEeHWA UNn OTNpaBnTb AaHHbIX nauneHToB. D-EYE Takxe
peKoMeHAyeTCA UCMOoMNb30BaTh APYroi KoA onepaunoHHoro cuctema ana sawmtsl IPHONE.

3. YnpabneHue KonvpoBaHUM OTBETCTBEHHOCTIO nonb3oaTtenu. D-EYE He HeceT 0TBETCTBEHHOCTbI 3a
KOMVpOBaHNe, BOCCTAHOBNEHUE 1 apXUBMPOBaHKE.

4. [aHHble aKcrnepTusbl 3awmpoBaHbl B cMapToH. bes napona nonb3oBarenb He MOXET NPUHATL AaHHbIE.
Maponb MoxeT 6bITb COPOLLEH, HO AaHHbIE ByayT NOTEPAHbI.



TAPAHTUUMHBIE YCJI0BUA
D-EYE
1. C arou rapaHTtueir, D-EYE Srl rapantupyet D-EYE oT kakux-nubo aeeKkToB matepuana unm aeexkTos
W3roTOBMIEHWA HA OAUH rOA C AaTbl NepBoHavanbHoi nokynku. TAPAHTUA PACMPOCTPCHAETCA RU
TOJIbKO HA MEPBOHAYAJIbHOT MOKYMATENA 3TOrMO NPOOYKTA.

2. Ecnu B TeuyeHune rapaHTuitHoro nepmoga obHapyxyT aedekTbl matepana unu usrotoenexun, D-EYE
OTPEMOHTUPYET WM 3aMEHUT NPOAYKT Mnn ero AedeKTHble AeTanu,6e3 B3MaHvA Nnathbl 3a 3aTpar 3a
Tpya unu 3andacTu. 3atem npoaykT 6yayT npoanéH Ha 90 AHel C MOMEHTO ero BO3BPOLLEHUA UMK Ha
0CTaTOK MepBOHAYanbHOrO rapaHTUMHOrO CPOKa, B 3aBMCUMOCTM OT TOrO CaMbIM [IMHHBIM.

3. Ora rapaHTuA pacnpocTpaHAeTcA Tonbko Ha cuctemy D-EYE, koTopble 6binu npuobpeTeHsl u3 D-EYE unu
ero AMCTPUBIOTOPbLI MU YMOTHOMOYEHHbIX NpeAcTaBuTeNen.

4. TMokynatesnb AormkeH BepHUTb cuctemy D-EYE k D-EYE unu aBTopr3oBaHHOMY AUCTPUGIOTOPY v
npeacTaBUTENIO U AOMXEH HECTU pacxoay Nno AoCTBKe. [nA pemMoHTa unv 3ameHbl npogykta D-EYE,
nokynaresb JO/mKeH nony4nTb oguH Return Material Authorization (RMA) ot nomown D-EYE, unn
OTNpaBMTb 3anNpPOC Ha PEMOHT Mo no4yTe, Hanucae support@D-EYE-com.



TAPAHTUVHBIE YCII0BUA

D-EYE

RU 5. OTa rapaHTuA He pacrpoCcTpaHAETCA Ha MOMOWKN UK c60A, B pe3ynbTaTe MaHUnynALUi, HenpaBuibHON
3KCMyaTaLmumn, HeCHacTHOTO Cry4ad, MOAUUKALIMM UIN CYAOXOACTBA.

6. D-EYE He 6yneT HeCcTu OTBETCTBEHHOCTb Nepes, nokynatenem unm nio6omn TpeTben CTOPOHOM 3a
HEMNPOBWBLHOIO UCMONb30BaHUA YCPOCTBA, NPETEH3WIA, YObITKOB, 3aTpat, pacxoaos. D-EYE He 6yneT
HeCTM OTBETCTBEHHOCTb 3a MOBPEXAEHUA, BbI3BAHNE HeMpaBUITbHOM UCMONb30BaHNA YCTPONCTBA, AaXe
ecnu D-EYE npenynpexaeHbl 06 3TO BO3MOXHOCTM.

7. Ota rapaHTuA He NPUMEHAETCA, eCcfin MHCTPYMEHT He UCMOSIb3YyeTCA NpaBuSibHO, U ecnun cnenan peMoHT

VNN TEXKHNYecKoe o6Ly>xuBaHne kem-1o, Yem D-EYE nnn ynonHomo4eHHbIM npeactasnutenem. Hukakana
ApyranA HeABHaA WN ABHAA rapaHTuA He JaeTcA.



ClrCOK CMMBOJIOB EN980

D-EYE
CUMBObI HasBaHue onucaHvue
Mapkuposka CE YkasbiBaeT mapkuposky CE B cooTBeTBUM
c EBponeiickon avpekTusoii 93/42/CEE,

npunoxenue Xll.

YCTPOWCTBO B cOOTBETBUM C EBponeiickoit
AvpekTuson 93/42/CEE, onpenenexsl EC.

CepuiiHblii Homep OTOT CUMBON CONPOBOXJAETCA CEPUAHOMY
HOMepy npon3soauTend.

I MpoussoauTens YKasblBaeT Npou3BoAnTENb MEAULIMHCKOTO

Howmep katanora 3TOT CUMBON COMPOBOX/AETCA HOMEpY
Karasnora.
BHumaHne CMOTPUTb AOKYMEHTALMIO.
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* Pag-install ng Mechanical
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PAGTATATUWA ohe
BABALA! PAGGAMIT NG APP ITO NANG WALANG MGA D-EYE-INSTALL AY MAHIGPIT NA IPINAGBABA- -
PH

WAL! APLIKASYON NA ITO AY HINDI SINADYA NA GINAGAMIT BILANG HUMINTO NAG-IISA SOFTWARE.
SERYOSONG PINSALA MAAARING MANGYARI DIN NA GAMITIN MO ISANG SMARTPHONE WALANG
MGA D-EYE DEVICE KASAMA APPLICATION. Ang produkto ay upang magamit sa pamamagitan ng isang
lisensiyadong healthcare practitioner o isang lisensiyadong sinanay operator. Ang pagkuha ng mga larawan ay
dapat na palaging at lamang sa pamamagitan ng naka-install bilang itinagubilin aparato ng hardware. Maling
paggamit ng mga application (walang device na nakakonekta o konektado nang hindi tama) ay maaaring
magdulot ng pinsala sa aparato at sa mga tao na kasangkot. Mga kinakailangang kaligtasan ng produkto at
certification ay makukumpleto para sa pandaigdigang pagtanggap sa komunidad medikal. Kasalukuyang pag-
paparehistro: - US Pagkain at Drug Administration: klase HKI optalmiko camera Il 510 (K) exempt;

- Medikal Device I. Directive 93/42 / CEE klase.

D-EYE na may ilang mga smartphone ay maaaring maging isang ISO 15004-2 group 2 device. Mag-ingat - Ang
liwanag ibinubuga mula sa instrumento na ito ay potensyal na mapanganib. Ang mas mahaba ang tagal ng
pagkakalantad, mas malaki ang panganib ng pinsala ng mga mata. Exposure ng liwanag mula sa instrumento
na ito kapag pinatatakbo sa maximum intensity ay lalampas sa kaligtasan guideline pagkatapos ng 3 min. Ang
hanay ng mga pagsasaayos ng focus para sa kompensasyon ng repraktibo error pasyente ay: -10 D sa 8 D.
D-EYE samahan nagagampanan ang Kinakailangan sa Pamamahala ng Marka ng ISO 13485, FDA GMP at
HIPAA Pamantayan Pasyente sa Privacy. Complains at reportable kaganapang ito ay maaaring magbigay sa
D-EYE sa pamamagitan ng app seksyon / website 0 sa pamamagitan ng e-mail sa support@d-eyecare.com,
0 sa pamamagitan ng mail sa D-EYE Srl sa pamamagitan ng Tommaseo 77 35131 Padua Italya. Mangyaring
makipag-ugnay sa amin dapat mong makatanggap ng higit pang impormasyon tungkol sa produkto at ang am-
ing kasalukuyang mga programa ng pananaliksik.



PAG-INSTALL NG MECHANICAL

D-EYE

Alisin ang aparato D-mata mula sa kahon. (tingnan ang larawan sa pahina 8)

Dalhin ang iyong smartphone bumper at buksan ang turnilyo o ang clip. (pahina 9)

Buksan ang bumper at ipasok ang iyong smartphone. (Pahina 10)

Pindutin ang bumper sa smartphone at isara ang turnilyo o ang clip. (pahina 11)

llagay sa ibaba bahagi ng aparato D-EYE sa contact na may mga smartphone. Isang magnetic sistema
ay tutulong tama iposisyon ang aparato sa smartphone. Tumingin sa posibleng naka-attach sheet upang
makita ang mga yaring-makina sa pag-install para sa iba pang mga smartphone. (pahina 12)

6. Ang mga transparent na bilog sa ilalim gilid ng aparato D-EYE ay dapat na nakahanay gamit ang
camera ng smartphone. Ang sentro ng transparent window ay dapat na nakahanay ang mga LED ng
smartphone. (pahina 14)

EESSENE

7 Simulan ang D-EYE App. Iposisyon ang smartphone malapit sa mukha ng pasyente (1-3 cm) na may
D-EYE device nakaharap sa pasyente at ang display smartphone nakaharap sa Screener. (pahina 16)
8. Simulan ang pagsusuri ng fundus oculi. (pahina 17)

APP NG PAG-INSTALL, LOGIN AT REGISTER
Buksan ang App Store at hanapin ang D-EYE app. I-install ang application sa iyong iPhone. I-download
ang Gabay sa App sa http://www.d-eyecare.com/documentation. (pahina 20).

10.  Buksan ang Play Store at hanapin ang D-EYE app. l-install ang application sa iyong Android phone.
|-download ang Gabay sa App sa http://www.d-eyecare.com/documentation. (pahina 21).

1. BASAHIN NG MABUTI ANG MGA PAGLILINAW. Kailangan mong tanggapin at conforms ang mga
patakaran at mga paghihigpit ng disclaimer upang ma-access ang login o pag-signup pahina D-EYE.
(pahina 22).



BANAYAD NA MGA KONDISYON
PARA SA PAGSUSULIT D-EVE

Exam ay pinakamahusay na isinasagawa sa dim light kondisyon. Panoramic retinal eksaminasyon (hang-
gang sa equator) maisasagawa lamang sa dilat mag-aaral. Ang mata magpalakas ng loob ulo at ang buntot P
poste maaaring tasahin sa pamamagitan ng undilated mag-aaral, na may diameter hindi mas maliit kaysa sa ~

3 mm.

Upang tiyakin na ilong ng pasyente ay wala sa paraan ng camera, para sa mga modelo ng iPhone iminumung-
kahi namin ang pagpapanatiling ang smartphone vertical para sa tamang mata at pahalang para sa kaliwang
mata.

Pagkuha ay isinasagawa katulad ng direktang ophthalmoscopy sa pamamagitan ng paglalagay ng D-EYE sa
layo ng 1-3 cm mula sa mata ng pasyente: ang mas maikli ang distansya mula sa mata, ang mas malawak na
ang inobserbahang field ng pagtingin.

Isang video na nagpapakita ng tamang pamamaraan sa pagkuha ay makukuha sa: http://www.d-eyecare.com

Para sa karamihan ng mga mata, na iminungkahi liwanag intensity (Ang pagpipiliang magagamit para sa mga
gumagamit ng iPhone lamang) ay nasa pagitan ng 4/2 at 4/4 ayon sa laki ng mag-aaral at retinal pigmentation.



MGATIP
D-EYE

Mga Tip: Upang maisalarawan ang mata palakasin ang loob ulo, tanungin ang pasyente upang tumingin tuwid

magpatuloy at diskarte sa telepono bahagyang tagilid patungo sa ilong ng pasyente. Upang maisalarawan ang
macula, lumapit ang mata ng diretso sa, patungo sa puwit pol, o tanungin ang pasyente upang direktang ting-
nan ang ilaw mula sa D-EYE. Upang maisalarawan ang paligid retina, ikiling ang smartphone patungo sa retinal
kuwadrante upang iksaminin at / o tanungin ang pasyente upang tumingin sa direksyong iyon (ibig sabihin na
suriin ang buhay na ito lamang retinal kuwadrante, bahagyang ikiling ang liwanag beam temporally at hilingin
ang pasyente upang tumingin temporally).

Iminumungkahi namin ang pagpili sa “video” retinal screening sa halip na “multi-shot” sa panahon ng pag-aaral
curve ng pamamaraan.



® POKUS

D-EYE

=Dilat mata: ituro ang smartphone sa mukha ng pasyente at ilipat ang D-EYE malapit sa mata, pagpuntirya sa pulang pan-
ganganinag mata. Autofocus ay awtomatikong bumawi para sa repraktibo error ng mata. Sa sandaling tama tumutuon ang
smartphone ang retina, i-tap ang icon ng autofocus upang i-lock ito sa tamang focus. Magsagawa ng retinal pagsusuri.

=Undilated mata na walang repraktibo error: para emmetropic undilated mga mata. Panatilihin ang autofocus aktibo, tu-
muon sa isang target sa isang walang-katapusang distansya (~ 3 metro), I-lock ang focus sa isang tap sa icon autofocus,

Magsagawa ng pagsusuri = Undilated mata (diameter mag-aaral ay mas maliit kaysa sa

3 mm) na may hindi makakita sa malayo error:

1. Alisin ang aparato D-EYE.

2. Panatilihing aktibo autofocus.

3. Tumuon isang target sa layo ayon sa mga sumusunod
na talahanayan:

=Undilated mata (diameter mag-aaral ay mas maliit
kaysa sa 3 mm) na may hyperopic error:
1. Panatilihing aktibo autofocus.
2. Tumutok isang target sa layo ayon sa mga sumu-
sunod na talahanayan:

Hyperopic Error Target Distance Myopic Error Target Distance

2 diopters 50 cm / 20 inches 2 diopters 12 cm/ 5 inches

3 diopters 30 cm/ 12 inches 4 diopters 17 cm/ 7 inches

4 diopters 25 cm/ 10 inches 6 diopters 25 cm/ 10 inches

5 diopters 20 cm/ 8 inches 8 diopters 50 cm / 20 inches
10 diopters infinite (~3 meters)

[T]

-
3. I-lock ang focus sa isang pag-click sa

4. Magsagawa ng pagsusuri. 4. |-lock ang focus sa isang pag-click sa

5. Muling kumonekta sa aparato D-EYE.
6. Magsagawa ng pagsusuri.



IMPORMASYON SA KALIGTASAN

D-EYE

* Pangkalahatang Babala: Ang pagkabigong sundin ang mga tagubiling ito ay maaaring magresulta sa
PH pinsala o pinsala sa D-EYE o sa mga taong sangkot sa paggamit ng D-EYE.

Pangangasiwa at Transportasyon: D-EYE ay gawa sa babasagin bahagi. Huwag i-drop, kalasin, magsunog,
o pintura. Huwag gamitin kung napinsala. Ang nasa itaas at ibaba ng mukha ay gawa sa salamin. Ang mga
bahagi ay maaaring napinsala sa pamamagitan ng isang drop o isang malakas na shock. Huwag gumamit
ng isang sira ang D-mata at huwag pindutin ang mga mukha sa salamin. llagay ang D-EYE sa packaging nito
pagkatapos na gamitin.

Smartphone sa Kakayahan: D-EYE ay dinisenyo at nasubok na may sumusunod sa mga smartphone. Gam-
it ang D-EYE sa mga di-sang-ayon smartphone maaaring makapinsala sa produkto D-mata, ang smartphone
at ang mga tao na ini-screen; higit sa rito resulta sa pagtatasa D-EYE ay maaaring hindi wasto o maaasahan.

Paglilinis: Linisin ang D-EYE buklod at bumper na may malambot na tela babad na babad sa alak o banayad
na mas malinis / disinfecting solution. Linisin ang lens gamit ang isang malinis na optical grado tela. Huwag
gumamit ng anumang cleaners may kakayahang makabayad ng utang-na batay sa mga lenses. Huwag
isawsaw D-EYE sa anumang solusyon.

* Disinfecting: Huwag pakuluin ang D-EYE.



Impormasyon sa Kaligtasan

D-EYE

Huwag Spill likido o pagkain sa D-EYE. Payagan ang D-EYE sa mga naka-dry; huwag gumamit ng init
pinagmulan.

¢ Tubig: Huwag ilantad ang D-EYE sa tubig o ulan. Iwasan ang paggamit at pag-iimbak sa basa-basa lugar.

Maneobrang Heimlich Hazard: Ang ilang D-EYE accessory maaaring ipakita ng mga Maneobrang Heimlich
panganib sa mga maliliit na bata. Panatilihin ang mga accessory ang layo mula sa mga maliliit na bata.

Saklaw ng Temperatura: Ang D-EYE ay dinisenyo upang gumana mula sa -20 ° C sa + 45 ° C. Operating
D-mata sa labas ng hanay ng temperatura ay maaaring makapinsala sa device. Iwasan ang paggamit ng mga
D-EYE sa panahon ng mabilis na pagbabago ng temperatura o halumigmig kundisyon upang maiwasan ang
paghalay sa ibabaw o sa loob ng lens.

Magneto sa: D-EYE ay gumagamit ng 4 magneto upang i-attach ang aparato sa smartphone. Huwag ilagay
magneto malapit sa magneto na patlang-sensitive mga item tulad ng credit at bank card, pacemakers, defibril-
lators, electric at electronic na system, display screen, notebook, sa makina relo, o speakers.The magneto ay
may proteksiyon pantakip. -Drop o nakamamanghang sa hard surface maaaring irreversibly makapinsala sa
magneto. Pantakip ay naglalaman ng magnikelado; maiwasan ang matagal na contact na may balat.



SEGURIDAD, PAGKA-KUMPIDENSYAL D@

EYE

1. Integridad, at Availability. Ang anumang password na ginamit para sa D-EYE application ay para sa mga
PH indibidwal na paggamit lamang. Ang mga gumagamit ay responsable para sa seguridad ng password.

2. Ang tampok sa seguridad ng D-EYE application paganahin ang mga user upang matugunan ang mga
obligasyon upang matiyak ang pagiging kompidensiyal, integridad, at availability ng impormasyon sa kalusugan
ng mga pasyente : Pagprotekta sa pasyente data ay tanging responsibilidad ng user. Dapat i-verify ang mga
user pasyente pagkakakilanlan bago ang pag-iimbak o pagpapadala ng pasyente talaan. Inirerekomenda ng din
D-EYE pagpapagana ng passcode sa iOS upang higit pang maprotektahan ang iPhone.

3. Pamahalaan ang backup ay nasa responsibilidad ng gumagamit. D-EYE ay hindi mananagot para sa
backup ng data, ibalik at archive.

4. Examination data ay naka-encrypt sa smartphone. Nang walang mga password ay hindi maaaring ma-
access ang user data. Ma-reset ang Password ngunit nakakuha dati data ay mawawala.



GARANTIYA

D-EYE
1. D-EYE Srl ginagarantiya ang D-EYE sa libre sa mga orihinal na mga depekto sa materyal at pagkakagawa at
isagawa alinsunod sa mga pagtutukoy ng gumagawa sa loob ng isang taon mula sa petsa ng pagbili. GARAN-
TIYA NA ITO ay nalalapat lamang sa ORIHINAL CONSUMER tagapamili NG PRODUKTONG ITO.
2. Kung instrumento na ito ay natuklasang may sala o sa pag-iiba sa mga pagtutukoy ng gumagawa sa
panahon ng warranty, D-EYE ay kumpunihin o palitan ang instrumento o bahagi ng isang produkto ng tulad ng
uri o kalidad, na maaaring bago o reconditioned na walang bayad sa tagapamili para sa mga bahagi o paggawa.
Ang repaired o papalitan produkto ay warranted para sa 90 araw mula sa petsa ng pagbalik padala o para sa
balanse ng orihinal na warranty, alinman ang mas matagal.
3. Nalalapat lamang ang warranty na ito upang D-EYE sistema ng binili bagong mula D-EYE o nito awtorisa-
dong tagapamahagi o mga kinatawan.
4. Tagapamili ay dapat ibalik ang D-EYE sistema nang direkta sa D-EYE o isang awtorisadong tagapamahagi
o kinatawan at madala ang gastos ng pagpapadala. Para sa mga pagkukumpuni o pagpapalit sa isang produkto
D-EYE dapat na magkaroon ang mga mamimili ng Return Materyal Authorization (RMA) numero mula D-EYE
ng suporta o sa pamamagitan ng pagsusumite ng kahilingan sa pagkukumpuni sa pamamagitan ng email
pagsulat sa support@d-eyecare.com.
5. Warranty na ito ay hindi masakop ang pagbasag o pagkabigo dahil sa pakikialam, maling paggamit, kapa-
bayaan, aksidente, pagbabago o pagpapadala.




Garantiya

D-EYE

6. D-EYE AY WALANG PANANAGUTAN SA YO O SA IBA PANG TAO PARA PAGHAHABOL, PAGKAWALA,
GASTOS, GASTOS, PINSALA KAHIT ANO PA MAN PANGGAGALING MULA SA MALING PAGGAMIT NG
MGA PRODUKTO. D-EYE AY, SA ANUMANG PARAAN, AY GAGANAPIN RESPONSABLE PARA SA ANU-
MANG PINSALA PROCURED SA PAMAMAGITAN NG MALING PAGGAMIT NG MGA APARATO KAHIT NA
D-EYE AY BINIGYAN NG BABALA TUNGKOL SA MGA NATURANG MGA POSIBILIDAD.
7 Warranty na ito ay walang bisa kung ang instrumento ay hindi ginagamit alinsunod sa mga rekomen-
dasyon ng gumagawa o kung repaired o serviced ng sinuman bukod sa D-EYE o isang D-EYE awtorisadong
kinatawan. Walang ibang express o ipinahiwatig na warranty ay ibinigay.



Listahan Simbolo ayon sa en 980

D-EYE
Mga Simbolo pamagat paglalarawan
CE pagmamarka ng Pagsunod | Ipinapahiwatig ng CE pagmamarka ng Pagsunod
gaya ng nilinaw sa EU direktiba 93/42 / EEC,
Annex XII
Tagagawa Ipinapahiwatig ng Manufacturer medikal na apara-

to gaya ng nilinaw sa EU direktiba 93/42 / EEC.

Serial Number Simbolo na ito ay maaaring sinamahan ng serial
number ng gumagawa.

Catalogue Numero Simbolo na ito ay dapat na sinamahan ng mga
numero ng catalog.

Ingat Kumonsulta kasamang mga dokumento.
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D-EYE User Guide Annex I

SDE1312W10002
English
Italiano

Francais
Espariol
Deutsch
Portugués
Pycckuin
HE
BAEA
Pilipino
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D-EYE

D-EYE INTENDED USE
FOR THE ACQUISITION OF IMAGES OF THE EYE AND RETINA

MODELS AND COMPATIBLE SMARTPHONES

DEIO100W1S1400 iPhone 5/5S/SE

DEI0200W1S1400 iPhone 6/6S

DEIO300W1S1400 iPhone 6+/6S+

DES0100W1S1400 Samsung S4

DES0200W1S1400 Samsung S5

c € D-EYE Srl Headquarter
M Via Niccolo Tommaseo 77

U.S. Food and Drug Administration - PJZ Ophthalmic camera 35131 Padova, (PD), Italy

regulation number 886.1120 class 2 510(K) exempt. Tel. +39 049 781 1860

Fax. +39 049 781 1890
www.d-eyecare.com



Mechanical Installation @ iPhone SE, 6S and 6+/6S+

D-EYE

iPhone SE™—— iPhone 65 iPhone 6+/65+
DEI0100W151400 DEI0200W1S1400 DEI0300W151400

n Place the bottom side of the D-EYE device in contact with the smartphone.
A magnetic system will help correctly position the device on the smartphone.



D-EYE

DESTINAZIONE D’USO
PER L' ACQUISIZIONE DI IMMAGINI DELLOCCHIO E DELLA RETINA

MODELLI E SMARTPHONE COMPATIBILI

DEIO100W1S1400 iPhone 5/5S/SE
DEI0200W1S1400 iPhone 6/6S
DEIO300W1S1400 iPhone 6+/6S+
DES0100W1S1400 Samsung S4
DES0200W1S1400 Samsung S5

INSTALLAZIONE MECCANICA
1. Posizionare il lato inferiore del dispositivo D-EYE in contatto con lo smartphone. Un sistema magnetico
contribuira a posizionare correttamente il dispositivo sullo smartphone (pag. 4).



D-EYE

D-EYE UTILISATION PREVUE
POUR LACQUISITION D'IMAGES DE LOEIL ET DE LA RETINE

MODELES ET SMARTPHONES COMPATIBLES

DEIO100W1S1400 iPhone 5/5S/SE
DEI0200W1S1400 iPhone 6/6S
DEIO300W1S1400 iPhone 6+/6S+
DES0100W1S1400 Samsung S4
DES0200W1S1400 Samsung S5

INSTALLATION MECANIQUE

1. Positionnez le coté inférieur du dispositif D-EYE en contact avec le smartphone. Un systeme magnetique
Vous aidera a positionner le dispositif sur le smartphone de maniére correcte (page 4).



D-EYE

D-EYE USO PREVISTO
PARA LA ADQUISICION DE IMAGENES DEL OJO'Y DE LA RETINA

MODELOS Y TELEFONOS INTELIGENTES COMPATIBLES

DEIO100W1S1400 iPhone 5/5S/SE
DEI0200W1S1400 iPhone 6/6S
DEIO300W1S1400 iPhone 6+/6S+
DES0100W1S1400 Samsung S4
DES0200W1S1400 Samsung S5

INSTALACION MECANICA

1. Coloque la parte inferior del dispositivo D-EYE en contacto con el teléfono inteligente. Un sistema magnético
ayudara a colocar correctamente el dispositivo (pag. 4).



D-EYE

D-EYE VERWENDUNGSZWECK
FUR DIE ERFASSUNG DER BILDER DES AUGES UND DER NETZHAUT

MODELLE UND KOMPATIBLE SMARTPHONES

DEIO100W1S1400 iPhone 5/5S/SE
DEI0200W1S1400 iPhone 6/6S
DEIO300W1S1400 iPhone 6+/6S+
DES0100W1S1400 Samsung S4
DES0200W1S1400 Samsung S5

MECHANISCHE INSTALLATION

1. Die Unterseite des D-EYE-Gerats in Kontakt mir dem Smartphone positionieren. Ein Magnetsystem wird
lhnen helfen, das Gerat korrekt auf dem Smartphone zu positionieren (Seite 4).



D-EYE

D-EYE UTILIZAGAO PRETENDIDA
PARA A OBTENGAO DE IMAGENS DO OLHO E DA RETINA

MODELOS E SMARTPHONES COMPATIVEIS

DEIO100W1S1400 iPhone 5/5S/SE
DEI0200W1S1400 iPhone 6/6S
DEIO300W1S1400 iPhone 6+/6S+
DES0100W1S1400 Samsung S4
DES0200W1S1400 Samsung S5
INSTALACAO MECANICA

1. Posicionar o lado inferior do dispositivo D-EYE em contato com o smartphone. Um sistema magnético
contribuird para posicionar corretamente o dispositivo no smartphone (pag. 4).



D-EYE

D-EYE UCT1O/IbBOBAHWE 110 HASHAYEHWIO
ANA NPUOBPETEHNA N3OBPAXEHWI FNA3A 1 CETHATKN

MOLETIN U NOAAEPXXNBAIOTCA CMAPT®OHbI

DEIO100W1S1400 iPhone 5/5S/SE
DEI0200W1S1400 iPhone 6/6S
DEIO300W1S1400 iPhone 6+/6S+
DES0100W1S1400 Samsung S4
DES0200W1S1400 Samsung S5

MEXAHWHECKAA YCTAHOBKA
1. PasmecTiiTe cTopoHy ocHoBaHuAa D-EYE B koHTakTe ¢ cmapTdoHomM. MarHuTHaa cuctema nomoxet
NPOBUITBHO PACMONIOXUTb YCTPOWCTBO HA CMapTdoHe (cTpaHuua 4).



D-EYE

D-EYE BRI RERYIE

FS5IN MR R ERE R
RENFRBNERRF
DEI0100W151400 iPhone 5/5S/SE
DEI0200W151400 iPhone 6/6S
DEI0300W151400 iPhone 6+/65+
DES0100W1S1400 Samsung S4
DES0200W1S1400 samsung S5
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D-EYE

D-EYE EFEN
IR & CRBROERORIFOIHD

MODELS AND COMPATIBLE SMARTPHONES

DEI0100W1S1400 iPhone 5/5S/SE
DEI0200W1S1400 iPhone 6/6S
DEIO300W1S1400 iPhone 6+/6S+
DES0100W1S1400 Samsung S4
DES0200W1S1400 Samsung S5
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D-EYE

D-EYE NILAYONG PAGGAMIT
PARA SA PAGKUHA NG MGA LARAWAN NG MGA MATA AT NG RETINA.

MODELO AT MGA KATUGMANG SMARTPHONE

DEIO100W1S1400 iPhone 5/5S/SE
DEI0200W1S1400 iPhone 6/6S
DEIO300W1S1400 iPhone 6+/6S+
DES0100W1S1400 Samsung S4
DES0200W1S1400 Samsung S5

MECHANICAL INSTALLATION

1. llagay ang ilalim na bahagi ng D-EYE aparato sa contact na may mga smartphone. Isang magnetic sistema
ay makakatulong sa tama iposisyon ang aparato sa smartphone (pahina 4).



D-EYE
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DEI0100W1S1400 iPhone 5/5S/SE

DEI0200W1S1400 iPhone 6/6S

DEIO300W1S1400 iPhone 6+/6S+

DES0100W1S1400 Samsung S4

DES0200W1S1400 Samsung S5
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