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Authentication of Signature
On Behalfofa Body Corporate, Where the
Language ofthe Document is not Known to the

Person Signing

I, the undersigned, Itai Izhak>’, Notary holding
license no. 2084632, hereby certify that:

On 07/07/2020 there appeared before me at 3 Ariel
Sharon St., Or-Yehuda, Mrs. Rachel Dvir, whose
identity has been proven to me by an Israeli
biometric ID Card No. 011035730, issued on
04/04/2019 .

And 1was convinced that the person standing before
me fully understood the significance of the action
and voluntarily signed the attached document,
marked "A", on behalfof"ALLIGN
TECHNOLOGY LTD", Private Company Ne
512020934, at the address 3 Ariel Sharon St., Or-
Yehudaj The document is drawn up in the Russian
language, which is not known to her and is also not
known to me.

I confirm that for the purpose of proving the right of

the above to sign on behalfof "ALLIGN

ITECHNOLOGY LTD" I was provided with

ia Protocol ofthe corporation's board of directors

[meeting approved by Adv. Sarah Azulay, issued on
S/07/2020.

md I also certify that the translator Mr. VVladimir
Jrbach (1.D. No. 307264036), from the address 5
AEinstein St. Revovot, whom | know to be fluent in
the Russian and English languages, translated the
said document in my presence for Mre. Rachel Dvir
j~to the English language, which is known to her and
le, before she signed it.
"Translator Affidavit is attached and marked "1".

jess whereof | hereby authenticate the
of Mrs. Rachel Dvir by my own signature
lis day, 07/07/2020.

and one copy
iIS (VAT not included)
(YATincluded) » A~

Not TR BV
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Declaration

I the undersigned, Urbach Vladimir 1.D No. 307264036

After | have been warned to tell the truth and that I will be destined to be punished by
Law if I will not, hereby declare in writing as follows:

1.1 hereby declare that 1am well acquainted with the Russian, And the English
languages and that the attached document marked "B" is a correct English translation
from the Russian language original document which its copy is attached hereto
marked "A".

2. This is my name and this is my signature and all that is written above is true and
correct.
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Operation manual
Intraoral Scanner iTero® Element 5D, variants:
ITero® Element 5D, iTero® Element laptop
configuration with accessories

Legal Manufacturer
Align Technology, Ltd., 3 Ariel Sharon
Boulevard, Or-Yehuda, Israel
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Approve

Rachel”ir
Directr. Queity Nqulatory Affairs
Alignjechr\616”" Ltd.

Signature, stamp



I Teroelement 5D

Wheel stand
configuration
operation
manual
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Copyright
¢ 2C19 Ahgn Teciinology Inc- All Rights Reservel

Tho Im-"m'g||<dn (. mM«dm<Tlin tnis nmnuHl is subimt to <.hango
without notico-

The hardware and software described in this document are SJOplied
under » Sales and Services Agreement and may be used only in
accordance wit'- the terms of that agreement.

No part of this document may be reoroduced. photocopied stored
in a retrieval system, or t'ansmittod m any manner (electronic or
mechanical) tor any purpose other than the customers normal
usage, without the prior written permission of Align Technology Inc.

This documuiit describes the iTero Element 5D Optical Impression
Device. English language version. Updated October 2019.

USA office Israel office

Corporate Headquarters Align Technology Ltd.
Align Technology, Inc. 3 Ariel Sharon Boulevard
2820 Orchard Parkway Or-Yehuda 6037606
San Jose. California 95134 Israel
www.aligntech.com Tel: *972(3) 634-1441

Fax: *972 (3) 634-1440

Tel; +1 (408) 470-1000
Fax. -1 (408) 470-1010

Customer support

Tel: +1 (8001 577-8767 Align Technology B.V.

Arlandaweg 161
E-mail. 1043HS Amsterdam
iterosupport n'aligntech.com The Netherlands
E-mail;

orthocadsupportiS)aligntech.com
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Trademarks

The following a-e trademarks and/or service rrarks of Align
Technology. Inc. or one of its subsidiaries or affiliated companies
and may be registered in the U.S. and/or otner countries Align
Teohn,jluyy In,;.. iTetu

Any other trademarks or registerec trademarks appearing in this
document are the properly of their respective owners.

Netherlands office

International Headquarters
Align Technology B.V.
Arlandaweg 161

1043 HS Amsterdam

Tel: *31 (0) 20-586-3600
Fax: +31 (0) 20-586-3751



Class 1laser compliance
This device complies with; 21 CFR t040.10" and EN 60825-1

Class 1Laser Product

CSA compliance

Thib device comolics with the folloiAing CSA standard for Canada
and the USA

UL Std No. 63601 1- Medical Electrical Equipment P rt 1 General
Requirements for Safety"

P

c us

FCC compliance

This device complies with Part 15 of FCC Rules and its operation is
subect to the following two conditions.

1 This device may not cause harmful interference.

2. This device must accept any interference received, including
interference that may cause undesired operation.
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FCC warning

ModificatiOf's to the device that are not expressly approved by the
manufacturer may void yojr authority to operate the device under
FCC Rules.

EMC compliance
Th s dev'ce complies v/itn the following EMC standivd.
IEC 60601-1-2 Medical electrical equipment «Part 1-2 General

requirements for basic safely and essential performance - Collateral
standard Electromagnetic phenomena <Requirements and tests .

Safety compliance
Th s device complies v/ith the following safety standard-

IEC 60601 A Medical electrical equipment Part i. General
requirements for basic safety and essential performance.

CE compliance

Th s device complies v/ith Counc | Directive 93/42/EEC ‘or Medical
Devices.

CE



Conformite laser de classe 1

Cet app.4feil est conforme aux normes : " 21 CFR 1040.10 mel
EN 60825-1 .

- ) .
A I Produil laser de classe i

Conformite CSA

Cet apparoil -st conforme a la norme CSA suivante pour le Canada
ct les Etats Unis ;

UL Std No. 6060bl - Appareils electrpmedicdjx. partie i «
exigences generalea de secunte -

)

C us

Conformite FCC

Cet equipement est conforme a la section 15des regies la FCC. Son
fonctionnement est soumis aux deux conditions suivantes.

1 Cet appareil ne doit causer aucune interlerence nuisible.

2. Cet appareil doit accepter touts interference regue, y compris ces
interferences pouvant provoquer un fonctionnement non desire.

Fg
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Avertissementde laFCC
Les modifications apportees a l'appareil qui ne sont pas
expressement approuvees par le fabncanl peuvent revoquer votre
droit d'ut.liser I'dpoareil en vertii des regies de la “CC.
Con”rrllé CEM
Cet appareil est conforme a la "orme CEM suivante

IEC 60601-1-2 2007 Equipement medical electrique - Section 1-2
Exigences generates pour la secunte de base et tes performances
csscnticlles - Norme cjllaterale Eloctromagnctismc «Exigences ct
essais >
Conformite aux normes de securite
Cot appareil est conforme a la norme de seeuritc suivante.

IEC 60601-1 AppareiK electrigiies medicHiix - Section | .

Exigences generates pour la securite dc base et les performances
essentielles.

Conformite CE

Get appareil est conforme a la directive du Conseil Europeen 93/42
relative aux disposififs medicaux.

CE



Symbols

The following symbols may appenr on iTero Element 5D hardware
components, and may also appear V/ith r this document and other
iTero Element 5D literature.

IS recommended to refer to this document for

Wherever this symbol appears nn the device, it
© information on proper usage of the device

Applied part type BF. Any component on which *
this symbol appears is electric isolation type BF

Separate collection of electrical waste and 11
electronic equipment is required.

MLot
Attention: This symbol is used to highlight the fact
that there are specific warnings or precautions
A associated with the device. Wherever this symbol (©*0)
appears on tfie device, it is mandatory to refer to
safety-related information within this document.

Parts or dcjessjrics on which this symbol occurs %
should not be reused.

CAUTION US Federal Law restriicts this device
to sale by or on the order of a licensed Dentist
Orthodontist or Dental Professional. The system
"Rxonly”  serves as a prescription medical device and ﬂ
should be operated by qualified health-care
providers only.

Medical device manufacturer. \
REF Order number.
SN Serial number.

Indicates the Authorized representative m the
European Community.

S O

IEC u04t7-5032 Alternating current.
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Indicates a medical device that needs to be
orotected from moisture.

Indicates the temoerature limits to whicn the
medical device can be safely exposed.

Indicates the need for the user to consult the
nstructions for use.

Manufacturer 5batch code.

Indicates the range of atmospheric pressure to
which the medical device can be safely exposed.

Indicates the range of humidity to which the
medical device can be safely exposed.

Fragile, handle with care

This side stiuuld be up.

IEC 60417-5031: Direct current.

Wand (scanning unit).

USB socket.

Electric battery.

RoHS (China).

IEC 60417-5009- STAND-BY.



Symboles

Les symbcles suivants pauvent apparaitre sur les composants
mater els Tero Element 5D, amsi que dans ce document et dans
d'aiitres documents relatifs a iTero Element 5D.

Partout ou ce symbule apparait sur |appareil, N
est recommande de consulter ce docu-"ent pour
obtenir des informations sur sa bonne utilisation.

Partie appliquee de type BF Tout composant sur
lequel ce symbole appa"ait contient une isolation
electrique electnque de type BF.

Une collecte seoaree des dechets electriques et
des equipements electroniques est requise.

Attention Ce symbole est utilise pour souligner
le fait que des avertissements ou des precautions

).K specifiques sont associes a I'appareil- Partout oii
ce symbole appara't sur I'appareil, il est obligatoire

de se referer aux informations relatives a la
securite contenues dans ce document.

Les pieces ou accessoires sur lesquels ce
symbole apparait no doivont pas etre reutilises.

MISE EN GARDE la loi federale amencainc limite
"Rx la vente de cet appareil par ou pour lecompte d un
. , dentiste, d'un orthodontiste ou d'unprofessionnel
uniquement’  gentaire agree. Le systeme constitue un dispositif
medical sur ordonnance et nedoit etre manipule que
par des prestataires desoins de sante qualifies.

Fabricant de dispositif medical.
REF Numero de commandc.

Numero de serie.
Ne de
serie
Indique le Represenlant agree dans la
communaute europeenne.

EC

IEC 60417-5032 Courant alternatit.
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MLot

%

CD

Indique un dispositif medical qui doi' et'e protege
de I'bumidite.

Indique les liinites de temperature auxqiielles
te dispositif medical peut etre expose en toute
securite.

Indique le besom pour I'utihsateur oe consulter les
nstructions d'utilisation,

Numero de lot de fabrication.

Indique la plage de pression atmospherique 3
laquelle le dispositif medical peut efre expose en
toute securite.

Indique la plage d'humidite a laquelle le dispositif
medical peut etre expose en toute secur'te.

Fragile, a manipulcr avee soin.

Ce cote doit etre place vers le haul.

IEC 60417-5031 ; Courant continu.

Tigo (unite de numorisation).

Prise USB-

Batterie electnque.

RoHS (Chine).

IEC 60417-5009 ENATTENTE.



Safety instructions

Before beyi 'ning to work with the system, ell users Hre required to
read ttiese safety instructions.

Power supply
* Power IS supplied to the system via an internal medical gr rdc
power supply

Battery power
« Charging - Battery V/ill be fully charged after be rg plugged into a
power source ‘or 2 hours.

« With a fully charged battery, tne user can scan up to :*0 minute.s
with the iTero Element 50 scanner, without having to plug m
for power.

Electric warning

e Electric shock hazard! Only authorized Align Technology
technicians can remove external panels and covers. There are no
user-serviceable parts inside.

« To avoid risk of electric shock. iTero Element 5D must only be
connected to a supply mams with protective grounding.

* Only Align Technology approved Web Camera O” DOK should be
connected to the USB socket on the back side of the System.

Wireless LAN
e The system comes equipped with a Wreless LAN unit.

Safety classifications
* Type of protection against electrical shock. Class 1

* Degree of protection against electrical shock: Type BF.
« Degree of protection against harmful ingress of wafer Ordinary.

* Equipment net suitable for use in presence of flammable
anesthetic mixtures.

* Mode of operation; Continuous.

Prescription health device
* The system serves as n prescription medical device and should
be operated by qualified health-care providers only.

Scanner warnings

* The scanner emits red laser light (680nm Class 1) as well as
white LED emissions, and 850nm LED emissions. Normal usage
of the scanner does not present any danger to the human eye.
HoViiever doctors should refrain from shining the scanner d rectly
into the patient s eyes.

« Avoid twisting cable, knotting cable, pulling on cable, stepping
on cable.

* When the system is not in use. the scanning unit should be
placed inside the cradle with the probe facing towards the cart s
post and rear side of the touch screen so there will be no eye
contact with the laser beam or the flickering white LED emission,
and 850nm LED emissions in any case.

* The doctor should activate scanning operation only while the
scanner s probe is inside the patient's mouth.

« Doctors should avoid placing the scanner in the cradle while
scanning operation is still active.

« If scanner malfunction occurs, stop scanning and call service support.
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Cleaning & disinfection

* To avo d cross contamination, it is mandatory that after each
patient session the cispnsable plastic sleeve be replaced and the
scanning unit be disinfected.

* To avo d Cfjbs contamination, it is mandatory that after each
patient session the gloves shall oe removed and replaced.

e To avO'd cross contamination, discard gloves when torn
contaminated, or removed for any reason.

* Dispose of scanner sleeves according to standard operating
procedures or local regulations for the disposal of contaminated
medical waste.

Unpacking & installing
e The system should be unpacked and installed following Align
Technology's instructions.

Work environment
* The system should be moved between rooms v/ith utmost care to
avoid damage.

» WARNING Do not block the air vents on the Scanning Unit and
Base Unit.

« WARNING System is intended for indoor use only. It should not
be exposed to direct sunlight, excessive heat or humidity.

Electro magnetic interference

 WARNING- This device has been tested and found to comply
with the requirements for medical devices according to standard
IEC60601-1-2 This standard is designed to provide reasonable
protection against harmful interference ma typical medical
installat on. However, because of the proliferation o‘ radio-
frequency transmitting equipment and other sources of electrical
noise in the healthcare environments (e.g., cellular phones, mobile
two-way radios, electrical appliances), it is possible that high
levels of such interference due to close proximity or strength of
source, may result mdisruption of performance of this dev ce.
ESD may cause an interference during scanning. In case of ESD
interference the system will stop scanning / display ng proper
viewfinder image. If the failure occurs v/ithin scan, the user may
be required to oress the wand scan button to restart the scan.
The viewfinder will always recover automatically.

General
« WARNING. No modification of this equipment is allowed.

» WARNING The touchscreen always needs to be in a stand while
in operation!



Consignes de securite

Avant de commencer a travailler avec le systeme,
tous les utilisateurs doivent prendre connaissance de
ces consignes de securite.

Alimentation electrique
* Le systeme esr alimenfe uia line alimentation interne de qualite
medicalo.

Puissance de la batterie

e Chargcment en cours =La battene s-j'a completement chargee
apres avoir ete branchee a une source d'alimentation au bout de
2 heures.

* Avec une batterie comoletement chargee. I'utilisateur peut
numeriser lusqu‘a 30 minutes avec le scanner iTero Element 5D
sans avoir a le recharger.

Avertissement electrique

* Risque de choc electrique ! Seuls les techniciens agrees par
Align Technology peuvent retirer les panneaux et les capots
externes. L'appareil ne contient aucune piece reparable par
I'utilisateur.

« Pour eviter lout risque d'electrocution, le iTero Element oD doit
uniquement etre comectee a une prise de courant avec une
prise terre de protection.

* Seule une camera Web ou DOK approuvee par Align Technology
doit etre connectee a la prise USB situee a I'amere du systeme.

Reseau local sans fil
1 Le systeme est equipe d'une unite de reseau local sans fil.

Classifications de securite
* Type de protection centre les chocs electrigjcs: Classe 1,

« Degre de protection centre les chocs electriques: Type BF.
= Degre de protection contre les infiltrations d'eau nuisibles: Ordinaire.

« L'equipement ne convient pas a une ut'lisation en presence de
melanges anesthesiques inflammables.

 Mode de fonctionnemont: En continu.

Oispositif medical sur ordonnance
* Le systeme constitue un dispositif medical sur ordonnance et nedoit
etre manipule que par des prestataires desoins de sante qualifies.

Avertissements lies au scanner

* Le scanner emet une lumiere laser rouge (680nm de classe 1).
ainsi que des emissions a LED blanches et des emissions a LED
de 850 nm. L'utilisation normale du scanner ne presente aucun
danger pour I'ceil humain. Cependant, les medecins doivent eviter
dc placer le scanner dircctement dans tes yeux du patient.

* Evitez de tordre Ic cable, de nouer le cable, do tirer sur le cable,
de marcher sur le cable.

e Lorsque le systeme n'est pas utilise, I'unite de numerisation
doit etre placee a I'lnteneur du socle avec la sonde onentee
vers la colonne verticale du chariot et du cote arriere dc I'ecran
tactile afin d'evnter tout contact visuel avec le faisceau laser ou
['emission de LED blanche environnante et des emissions de LED
de 850 nm dans tous les cas
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* Le medecin ne doit actlver I'operation de numerisation que
lorsque la sonde du scanner ost dans la boucho du patient,

* Les medecins doivent eviter de placer Ic scanner dans lo socle
tant que [‘operation de numerisation est encore active.

* En cas de dysfonctionncmcent du scanner, arretez la numerisation ct
appelez le support technique.

Nettoyage et desinfection

« Pour eviter toute contamiration croisee, Il est obligatoire de
remplacer le manchon en plastique a usage unique acres chaque
seance avec un patient et dc dosmfccter i'unite de numerisation.

« Pour eviter loute contamination croisee, il est obligatoire de retircr
et de remplacer les gants apres chaque seance avec un patient.

« Pour eviter tojte contamination croisee, jetez les gants dechires.
contamines ou retires pour une raison quelconque.

« Jetez les manchons du scanner conformement aux procedures
d'utilisation standard ou aux reglementations locales relatives a
I'elimination des dechets medicaux contamines.

Oeballage et installation
e Lc systeme doit etre dcballc ct installc conformement aux
instructions fournies par Align Technology.

Environnement de travail
* Le systeme doit etre deplace d'une piece a I'autre avec le plus
grand soin pour ne pas I'endommager.

e AVERTISSEMENT: Ne blocuez pas les fentes d’aeraiion de
['unite de numerisation et de I'unite de base.

e AVERTISSEMENT: Le systeme est coTpum pour une utilisation
en interieur uniquement. Il no doit pas etre expose aux rayons
directs du soleil, a une chaleur excessive ou a I'humidite.

Interference electro-magnetique

« AVERTISSEMENT ;Get appareil 51 ete teste et approuve
conforme aux exigences des dispositifs medicaux selon la
norme IEC60601-1-2. Cette norme est congue pour fournir
une protection raisonnable contre les interferences nuisibles
dans une installation meOicale classique. Toutefois, en raison
de la proliferation des equipoments do transmisssion sur
frequence radio et o'autres sources Oe bruit electrique dans
les environnements de soins de sante (par exemple, telephones
portables, radios mobiles bidirectionnelles, apparels electriques),
il est possible que des niveaux eleves d'interferences dus
a la proximite ou a la force d'une source puissent entrainer
des perturbations de fonctionnement de cet appareil. Les
DES (decharges electrostatiques) peuvent provoquer des
interferences lors de la numerisation. En cas d'interference DES,
le systeme s'arretera de numeriser ou d'affiche" la bonne image
dans le viseur. Si la defailiance se produit pendant I'analyse.
il peut etre demande a I'utifisaleur d appuyer sur un bouton
specifique pour relancer I'analyse. Le viseur se reinitialisera
tojjours automatiqguement.

Informations generales
1 AVERTISSEMENT : Aucune modification de cet equipement n'est
autorisee.

« AVERTISSEMENT ;L'ecran tactile doit toujours etre mstalle sur
un support pendant son fonctionnement'
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Chapter 1

Introduction

About this document

The iTero Elernent 5D system :s delivered as a proprietary, PC-
based workstation for performing intra-oral scans in the doctor's
office. This document describes hov/ to start and shut down the
system, how to correctly handle the Scanning Unit/WanO and cable,
and how to clean the Scanning Unit and replace its sleeves
between patients.

Intended use /indication for use

The iTero Clement 5D is an intra-oral scanner with the following
features and intended/indicated for use:

1 The optical impression (CAD/CAM) feature of iTero Element
5D s ntended/indicated tor use to record the topographical
images of teeth and oral tissue. Data generated from iTero may
be used mconiunction with the production of dental devices
(e.g.. aligners, braces, appliances, etc.) and accessories.

2~ iTero Element 5D software is used with the iTero scanner in
capturing 3D digital impressions of teeth, oral soft tissue and
structures, and bite relationship, iTcro softv/are controls the
process ng of the data, facilitating the integration of data,
and exporting of the data for CAD/CAM fabrication of dental
restorations, orthodontic devices, abutments, and accessories.
In addition to scan data, various patient and case information
can be imported/exported or used for simulation purposes.
Other functions are available for verification and service of the
system and to serve as an order management tool.

3. The Element 5D NIRI functionality, is a diagnostic aid for the
detection of interproxima! caries lesions above the gingiva and
fur monitoring the progress of such lesions.

Benefits of the iTero Element 5D system

The iTero Element 5D system provides important advantages over
existing crown-production methods, including powder-free scanning,
greater crown-production accuracy, and immediate feedback during
the scanning process.

Refer to our website httD://www.itero.com to learn how the
iTero Sorvico can enhance your business by increasing patient
satisfaction improving clinical outcomes, and enhancing office
efficiency.
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The iTero Element 50 user interface

The iTero Element 5D system provides an intuit ve user interface

for perform :-g digital scans for Restorat.ve or Orthodontic use. The
doctor IS QLiided through the scanning ser“uenoe by means of visii.il
and text assistance. The touchscreen and wand buttons are used to
respond to screen instruct ons during the scanning process.

One tap on the Question mark will enable a transoarent Help
overlay that will provide a brief overview. Please note that
the Headset image appears instead of the question mark
while in this view. Tap anywhere to close the heic sc'een
and return to the relevant screen.

Tap to set your preferences Double lap to connect to a support
agent for remote troubleshooting

Tap to lock the desktop (please call support first)

Tap to enter the Learning Center or start training

Tap to view the battery charge status

. A |
ITeroelement # 1 m | | O
wn Ll
New Scan Patients

(Tap tosta't a new case) (Tap to see/search patient list)

w u

Orders Messages
!
1 -
Tap to check the Tap anywhere on Tap to viev/ notifications
status of your orders  screen to close this updates and other messages
help overlay from Align Technology
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Chapter 2:

Basic hardware features

Custom wheel stand hardware features: Front view of the system
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Custom wheel stand hardware features: Back view of the system

Scanning unit
connector
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Scanning unit (wand)

TouchpHri

Detachable scanning unit
cable with USB connector
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Chapter 3;

Assembly instructions AC povier

Battery Click DC power
Step L Assembly
Please follow the mstrLctions below to assemble your
iTero Element 5D scanner. Power button Wand 2 people are required
(scanning unit) ‘or installation
0  Wheel stand
il
Ll Wand with cable ml) s
W, -
Q Wand cradle '
HD touch screen
Q ]
Q External battery
iT f i1
Q Wand cable
A
2
Check the content of the box Connect post to the wheel base
Tighten the two alien screws using the larger Remove cover from the back of the handle Attach the wand cradle to the front of the
wrench wheel stand
Hold the cradle Tighten the wand cradle alien screw on the Reattach the cover behind the handle

back using the smaller wrench
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9. 10.
Remove the magnetic cover from the back of Remove the battery cover
the wheel s'and f'amc

12. 13
Lift the HD screen to mount it Turn the scanner around and tighten the
thumb screw to secure the HD screen

15. 16.
Power cable inserted Attach the magnetic back cover
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Slide the battery into the battery slot and
tighten the thumb screws

uU.
Attach the power cable to the port labled DC

17.
Place the wand into the cradle



18 19
Attach the wvaiid cable on the back of the HD  Attach the power cable on the bottom of the

wheel stand
21. 22
Plug in the power cable Position the web camera on the HD screen

for remote training or support sessions

24
Press button to switch on the scanner
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20.
On the bottom o' the wheel stand, post and
secure the cable with the clip

23
Plug in the webcam to the USB port at the
bottom of the HD screen



Assembly of iTero Element 50 counter stand

Please fjltow the instructions below to assemble your iTero
Element 5D counter stand:

3.
Insert post into frame. Remove cover
5. 6.
Install new cover Lift the HD screen to mount it. Turn the scanner around and tighten thumb

screw to secure HO screen

7,
Place the cover Attach the power cable to the port labelled Attach the wand cable on the back of the HD
DC screen
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10. n 12
Plug in the power cable Position the web camera on the HD screen Plug in the webcam to the USB port at the

for remote training or support sessions bottom of the HD screen
r
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Step 2: Make it Mine process

ITerQele«(

Welcome

Bienvenido Willkommen Benvenuto Bienvenue

XA ouxeaulu

Select language of preference and tap on the Make it Mine button to
start the Wizard.

iTero

System is Ready

Follow the Wizard instructions on the screen to complete the
customization of the iTero Element 5D.
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Chapter 4:
Operating instructions

It is recommended to keep the system moperation during office
hours to allow background file transfers between the doctor's office,
the doctors paitnered labs, and the Align Technology Center, It is
recommended to shut down the system at the end of the day. and to
reboot in the tilormng.

End-of-day shut down

1 Close all files and applications,

2, Press and release the Power Switch on the bottom o* the
screen to shut down the system.

Moving system within the office

To ensure maximum system protection, it is recommended to have
two people move the system. Follow these instructions for
relocating the system:

1 Verify the scanning unit (wand) sits well inside the scanning
unit cradle (holder),

2. Unplug system from the wall outlet.
3. Move the system carefully using two people,

4. Place the system at its new location and it plug into a
wall outlet.
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Chapters:

Scanner handling,
cleaning, anci disinfection
instructions

Handling of the scanning unit (wand)

The scanning unit contains delicate components and should be
handled v"ith care.

Handling of the scanning unitcable
* The scanner cable should be treated with care to avoid possible
damage.

* Between patient sessions, it is recommended to undo any twists
and knots in order to relieve all tension from the scanner cable.

The scanning unit requires proper cleaning &disinfection before
first use and before each additional use, and no later than 30
minutes after the last scan.

Cleaning and disinfecting the scanning unit

The scanning unit (wand) should be cleaned and disinfected
as follows:

* Soak a lint tree cloth m ready to use CaviCide 1, and squeeze until
the cloth is moist.

Wipe the wand thoroughly to remove gross debris.

* The entire device needs to be visually inspected to ensure that
no residual or debris remains prior to continuing to the next step.

« Soak two additional lint free cloths in Cavicide I. and squeeze
until the cloth is moist. Then wipe the device thoroughly, ensuring
with special care that all the surfaces, to all edges and slots, are
covered. Contact time will be at least 2 minutes.

1 Then wet lint free cloths with distilled water and wipe all surfaces
for at least 15-30 seconds.

« Then use dry lint free cloths to dry the surfaces.

Maintenance

The industrial camera is maintenance-free.
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Chapter 6:
Changing sleeves
between patients

iTero Element bD sleeve rs intended for single patient use and
shall be replaced after each patient with the purpose to avoid
cross contamination.

For sleeve replacement proceed with the steps below.

CAUTION; Dispose of scanner sleeves according to standard
operating procedures or local regulations for the disposal of
contaminated medical waste.

Replacing disposable sleeves

Step 1 Step 2
When pulling a sleeve OFF or ON, hold the center of the sleeve. Press slightly on both sides of the disposable sleeve, pull the sleeve
slowly off the scanning unit and discard.

steps WARNING: Optical surface!

Gently slide on new sleeve onto scanning unit until it clicks into DO NOT touch the optical surface. Contact may cause damage.

place. If cleaning is necessary, use the wipes and anti-static cloth found
inside the sleeves box. For proper use, refer to the directions found
in the scanner sleeves box.
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Scanner sleeves

There are two types of sleeves intended for use with the scanner
unit (wand):

Disposable sleeve

The white sleeve is a single use sleeve for patient scanning. Always
replace the white sleeve on the scanning unit between patients to
avoid cross contamination. Please dispose of the white sleeve after
every patient.

iTero
Element

Scanner sleeves packaging box
Scanner sleeves may be ordered online in boxes of 25 from the
iTero store.

wvvw.store.itero.com
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Protective sleeve

The blue protective sleeve is used to protect the optical surface
lens when the scanning unit is not in use. Please keep the blue
sleeve in a safe place so that it does not get lost or damaged.



Chapter 7;

Accessories (optional)

Counter stand and cradle

Back view Front view

Articulator

The articulator is intended to use as a mechanical device that
simulates movements of a patients upper and lower laws. Plaster
casts of the patients teeth and gums are placed in the device to
reproduce the occlusion (bite) and articulation of the patient's

jaws. The articulator is intended to fit dentures or provide
orthodontic treatment.
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Chapter 7:

Clinic LAN
network guidelies

Introduction
The iTero Element 5D scanner uses the Wi-Fi internet connectivity
in order to send and retrieve scans to and frorn the iTero cloud.

As a recommendation, it is always best tcj have the slate-of-art
available technology. Hero arc some helpful guidelines for the best
Wi-Fi connection:

Levels of Wi-Fl Internet Connectivity

Excellent Good

>-50 dBm -50 to -60 dBm
Fair Weak

-60 to -70 dBm <-70 dBm

IMPORTANT: In order to achieve the best performance of your
iTero Element 5D scanner, ensure that the Wi-Fi signal strength is
"Excellent’ or at least 'Good".

CAUTION: While scanning a patient, do not connect a LAN
cable to iTero Element 5D - it is forbidden due to safety hazard
reasons.

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



Preparations

* The required Modem/Router should be configured with WPA2
Security standard including a password.

* Ensure that your IT professional staff v/oulc be available when
the scanner installation is planned to 'ake place.

* Make sure that your Wi-Fi SSID credentials are available; Login &
password.

e The minimal Wi-Fi strength signal for *he system should display
at least two "stripes', as shown in chapter 2. above).

« Diagnostic tool under "Settings", or the Connectivity Tool are
suggested below.

« Test the local Wi-Fi connection with any PC computer, using the
iTero connectivity tool (run the test as near as possible to the
scanner location).

« Connectivity Tool Download at fci.orthocad.com\download\
AlignSupport\ConnectivityCheck2.0.exe

« Following are some suggestions for the office IT person,
regarding what should be considered in order to prevent issues
such as access or connectivity to/with the iTero scanner:

1 Hostname recommendations related to Align services listening to
ports 80 and 443.

2- Do not prevent FTP communication since the scanner sends
specific file types (.3ds and-3dc/.3dm).

3. Disable any proxy client for data communication through TCP/IP.
4. Do not add the scanner to any domain group,

5. Do not run any group policy on the scanner as it may disrupt its
proper functioning.

Router guidelines

Minimum Standards; 802.11IN / 802.11AC

Internet connection guidelines

In order to achieve the best performance of your iTero Element
5D scanner, ensure that your internet connection upload speed is
at least iMbps per scanner. Also, note that any additional devices
connected to the internet in parallel to the scanner may affect the
scanner s performance.

Firewall

Open Ports (in case Firewall is working);

a 80 -HTTP - TCP
b. 443 - HTTPS «TCP
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Wi-Fi tips

Wi-Fi ‘Outers allow you lo access your internet system using a
Wi-Fi connection from essentidlly any place within the functional
range of the wireless network. Nevertheless, the number, depth and
pusitiun of w-.lls, ceilings, ur additional partitions that the wireless
signals must travel through may limit the nnge ana strength of the
signal. Normal signals vary depending nn the material types and
background RF (radio frequency) noise in your home or business.

1 Be sure to have a minimal number of walls and ceilings between
the router and other network devices. Each barrier can reduce
your adapter s range by 1-3 meters (3-9 feet).

2. Be sure to have a straight line, free of any partition, between
network devices. Even a wall that seems rather thin can block
a Signal of i meter (3 feet) if the wall angle is shifted by only 2
degrees. To achieve the best reception, place all the devices
so that the Wi-Fi signal travels straight through (900) a wall or
partition (instead of at an angle).

3. Construction materials make a difference. A solid metal door,
or aluminum nails, can be very dense and may have an adverse
effect on a Wi-Fi signal. Try to position access points, wireless
routers, and computers so that the signal travels through drywalls
or open doorways. Materials and objects such as glass, steel,
metal, walls with insulation, water tanks (aquariums), mirrors, file
cabinets, brick, and concrete may reduce your wireless signal.

4. Keep your iTero product away (at least 3-6 feet or 1-2 meters)
from electr cal devices or appliances that generate RF noise.

5. If you are using 2.4GHz cordless phones or X-10 (wireless
products such as ceiling fans, remote lights, and home security
systems) your wireless connection may severely degrade or
entirely drop. The base of many wireless devices transmits an
RF signal, even if the device is not in use. Position your other
wireless devices as far as possible from your scanner and router.

6. Inyour area, there may be more than one active wireless
network. Each network uses one or more channels. If the channel
IS near your system channels, the communication may gradually
decline. Ask your IT department to check this, and if required,
change the channel numbers used by your network.
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Align hostname recommendations
Align constantly improves its products and services. Hence, can
rather commit to a Hostname, though not to a certain IP.

The following hostnames list was created to provide Align s scanners
the proper operation functions, in order to be able to utilize all the
advanced capabilities of the scanner performance.

Align hostnames recommendation.

Mycadent.com 80. 143
Myaligntech.com 80,443
Export.mycadenl.com 80,443
Cboserver.mycadent.com 80,443
M3tstore.invisalign.com 80.443
Malstore2.invisaiign.com 80,443
Matstore3.invisali9n.com 80.443
Malsiore4.invisalign.com 80.443
Matstoresg.invisaligr.com 80.443
Matstorechn.invisalign.com.cn 80.443
AWS IP range - Amazon global CON service - IP address range n~

varies depending on the location of the scanner.

ctoud.myitero.com 443
speedtest.tele2.net 80
aiignapl.aligntech.com 80.443
http://www.google.com 80.443
hitp://www.microsoft.com 80,443
http://www.yahoo.com 80,443
iterosec.”igntech.com 80,443
storage.doud.aligntech.com 443
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Appendix A:
EMC declaration

Summary of EMC test results for iTero Element 5D

Test Standard I class 7 Severity level Test result

Documentation (IEC 60601-1*2 sections 4 and 5}

General requirements for EMC section 4 | Q/\pﬁ(s
Externallabels suction 51 Complies
Conformity of users' manual section 52t Complies
Accuracy of technical description section 5.2.2 Complies

Emission (IEC 60601*1*2/EN 60601*1*2 section 7)

Conducted emission CIS=R It Group 1Class B 230.120 6 tOO VAC mains (SO Hz):

Free-range 150 kHz =30 MHz 220 VAC mains (50 & 60 Hz) Complies
Radiated emission

=> i
Freq. range: 30 » 1000 MHz Cls=>4 11 Group 1Class B Complies
Harmonic current emission test ICC 6l000-/1-2 230 VAC mains (SOHz & 220V (60 Hz) Com |4i"s
Voltage changes, voltage fluctuations and flicker test IEC 61000-3-3 230 VAC mains & 220 VAC mains Complies
Immunity (1EC 60601-1*2 section 81
Immunity from electrostatic discharge (ESD) ISC 61000-4-2 8 kV contact discharges & 15 kV air discharges Complies
Immunity from radiated eiectromagnetic fields IEC 61000 4 3 10.0 V/m; 80 MHz « 2.7 GHz. 80% AM. 1kHz Complies
Immunity Irom proKimily held from wireless communications IEC 61000-4-3 List of frequencies, from 9 V/m up to 28 VAn. c i
equipment - PM (18 Hz or 217 Hz). FM 1kHz omplies
Immunity from electrical last transient (EFT) IEC t>10UU-4-4 12.0kV -on AC mains; Tr/Th - 5/50 ns, 1(tO kHz Complies
P +2.0CM / xI.O kV DM on AC mains: .
imiTHinity from awge 1SC 61000-4-5 Tr/Th-1.2/50 (8/20) ps Complies
Immunity from conducted disturbances induced by radio- 3.0.6.0 VRMS on 230 VAC mains &wand cable: .
frequency fields IEC 61000-4-6 0.1Sr 80 MHz. 80% AM 1kHz Complies

i i i i % - - 70% - .

Imrr.1ur.>|ty from voftage dips, short interruptions and voltage tEC 61000-4-11 0 %-0.5cycle & 1cycle; 79/0 25 cydes: Complies
variations 0% - 250 cydes on AC maios
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Appendix B:

System specifications

Monitor

Scanner

Wireless LAN

Security

Operating power

Operating temperature

Storage/lransportation temperature

Operating pressure & altitude

Storage/trensportatior> pressure & attitude

Relative humidity

Dimensions

Net weight

Shipping weight

Description

Scanni” emits red laser tighr (600" m Class tl as well as whi'e LbJ emissions, a*d 8nOnm LED emissions

LAN card provides local netwe-k communicatio”s Aitn wi'eloss connectivity.

Tho iTorn oassword is u'ngi.ic for cacn usrr and should not hu sliar rd v.itn others, "ho iTerf) password oolicy requires

rug 1 level o' password strength.

m00-240VAC-50/60 H/ - 200VA ina«i

*8'C t0 26 X/644"F to 78.8'F

-5M050'C /23" -0i22'F

Pressure 620 mmHq to 77i mmHg (-69 kPa In -tO3 kPal
Altitude -400 feet lo 10.000 feet

Pressure 430 mmHg to 760 mrni-g (-57 to -10t kPa)
Altitude' 0 test -0 '5 000 feet

Operating- 40Y; to 70%; Storage; 30% tc 90“0

ITero HD touch monitor- iTero Element 5D wand: Wheel stand:

Height 356 mm (-14 im Length 346 nim (13.3 ml Height- 1280 mm (-50 m)
Width 552 mm (-2' 7 ml Width SOrrm (2.0 mi Width 645 mm (-25 in)
Depth 65 mm (-2.5 ml Depth 68 mm (2.7 m) Depth 625 mm (-24.5 in)

iTero HO touch monitor 3.3 kg (-18.3 Ibs)
Tcro Element 5D wand 0.47 kg (-libs)
Whool stand; 13.6 kg (-30 tbsi

*37.5 kg (-33 Ibs)
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Counter slartd:

Height 480 mm (-19 ml
Width: 552 mm (-21.7 ini
Depth 220 miT 1-8.7 in’
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ITero element 5D

Align Technology, Inc. Align Technology B.V.
2820 Orchard Parkway Arlandaweg 161

San Jose. CA 95134 1043HS Amsterdam
USA The Netherlands

Align, Invisalign, iTero. and iTero Element among others, are trademarks and/or service
marks of Align Technology, Inc. or one of its subsidiaries or affiliated companies and may be
registered in the U.S. and/or other countries.

© 2019 Align Technology. Inc. All Rights Reserved. 206519 Rev E
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ITEero element 5D

Laptop
configuration
operation
manual
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Copyright Trademarks

¢ 2019 Align Technology, Inc. All Rights Reserved. The following are trademarks and/or service marks of Align
Technology, Inc. or one of its sub'>irtia"ies or affiliatert companies
and may be registered m the U.S. and/or other countries Align
Technology Inc., ITero

The informet on contdined m this manual is aubject to change
without notice.

The hardware and software described m this document are supplied
under a Sales and Services Agreement and may be used cniy in
accordance with the terms of that agreement.

Any other trademarks or registered trademarks appearing in this
document are the property of their respective owners.

No part of this document may be reproduced, photocopied, stored
in a retrieval system, or transmitted in any manner (electronic or
mechanical) for any purpose other than the customer s normal
usage, without the prior written permission of Align Technology Inc.

This operational manual describes the iTero Element 50 laptop
configuration Opt cal Impression Device. English language version.
Updated May 20i9,

USA office

CorfX)rate Headquarters
Align Technology, Inc.
2320 Orchard Parkway
San Jose, California 95134

www.aligntech.com

Tel: H (408) 470-1000
Fax +1 (408) 470-1010

Customer support
Tel: H.(800) 577-8767

E-mail:

iterosupport a>aligntech.com

E-mail:

orthocddsupport@aligntech com
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Israel office

Align Technology Ltd,

3 Ariel Sharon Boulevard
Or-Yehuda 6037606
Israel

Tel: *972 (3) 634-1441
Fax: +972 (3) 634-1440

Align Technology B.V.
Arlandaweg 161
1043HS Amsterdam
The Netherlands

Netherlands office
International Headquarters
Align Technology B.V.
Arlandaweg 161

1043 HS Amsterdam

Tel. +31 (0) 20-586-3600
Fax: -31 (0) 20-586-3751



Class llaser compliance
This device complies with; 2’ CFR 1040.10'and 'EN 60325-T.

A Class 1Laser Product

CSA compliance

This device complies with the following CSA standard for Canada
and the USA.

'UL Std No. 6060M - Medical Electrical Equipment Part |: General
Requirements for Safely

)

c us

FCC compliance
This device complies with Part 15 of FCC Rules and its operation is
subject to the following two conditions:

1 This device may not cause harmful interference.

2. This device must accept any interference received, including
interference that may cause undesired operation.

FO©
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FCC warning

Modifications to the device that are not expressly approved by the
manufacturer may void yo ir authority to operate the device under
FCC Rules

EMC compliance
This device complies V/ith the following EMC standard:

IEC 6C601-1-2 Medical electrical equipment - Part i-2 General
requirements for basic safety and essential performance - Collateral
standard. Electromagnetic phenomena - Requirements and tests".

Safety compliance
This device complies V/ith ttie fcllowiny safely standard:

IEC 60601-1 Medical electrical equipment -Part i. General
requirements for basic safety and essential performance.’

CE compliance
Th s device complies v/ith Council Directive 93/42/EEC *or Medical
Devices.



Conformite laser de classe 1
Cct apparoil cst conforrre aux normos : 21 CFR K040.13 "ol
EN (=151

Produit laser de classe i

A

Conformite CSA
Cet appareil est cunforn'e a la nurme C3A iuivante pour le Canada
et les Etats-Unis:
Norme UL 60601-1 - Appareils electriques medicaux -
Premiere partie ; Regies generales de secunto

P

c us

Conformite FCC
Cet equipement est conforme a la section 15 des regies la FCC.
Son fonctionnement est soumis aux deux conditions suivantes

1 Cet appareil ne doit causer aucune interference nuisible.

2. Cet appareil doit accepter toute interference reque, y compris des
interferences pouvant provoquer un fonctionnement non desire.

Fg

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

Avertlssementde laFCC

Les modifications apportees a I'appereil qui no sont pas
expressement approuvees par le fabncant peuvent revogner votre
droit d'utiliser I'appareil en vertu des regies de la FCC.

Conformite CEM
Cet appareil est conforme a la norme CEM suivante;

IEC 60601-1*2 2007 Equipement medical eloctrique - Section 1-2
Exigences generales pour la securite de base et les performances
essentielles - Norme collaterale Electromagnetisme - Exigences et
essais

Conformite aux normes de securite
Cct appareil est conforme a la rorme de secunle suivante:

IEC 6360H .Appareils electriques medicaux - Section 1:
Exigences generales pour la securite de base et les performances
essentielles.

Conformite CE
Get appareil est conforme ala directive dii Conseil Europeen 93/42
relative aux dispositifs medicaux.

C€



Symbols

The following symbols may appoar on iTero Element 5D hardware
nomponents, and may also appear within this document and other
iTero Element 5D literature.

Ib recommended to refer to this document for

Wherever this symbol appears on the device, it
© information on proper usage of the device.

Applied part type BF. Ary component on which
I/I ] this symbol appears is electric isolation type BF.

MLot

Separate collection of electrical waste and
electronic equipment Is required.

Attention: This symbol is used to highlight the fact
that there are specific warnings or precautions
A associated v/ith the device. Wherever this symbol
appears on the device, itis mandatory to refer to
safety-related information v/ithin this document.

Parts or accessories on which this symbol occurs
should not be reused.

CAUTION: US Federal Law restricts this device 11
to sale by or on the order ot a licensed Dentist,

Orthodontist or Dental Profess onal. The system

serves as a prescription medical device and

should be operated by qualified health-care

providers only.

"Rxonly"

Medical device manufacturer.
REF Order number.

SN Serial number.

<S)

(*)

Indicates the Authorized representative n the
European Community.

IEC 60417-5032: Alternating current.

Indicates a medical device that needs to be
protected from moisture.
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Indicates the temperature limits to whicn the
medical device car be safely exposed.

Indicates the need for the user to consult the
iistruc'.iuns lur use.

Manufacturer 3 batch code.

Indicates the range of almosphehc pressure to
which the medical device can be safely exposed.

Indicates the range of humidity to which the
medical device car be safely exposed.

Fragile, handle with care.

This side should be up.

IEC 60417-5031: Direct current.

Wand (scanning unit).

USB socket n

Electric battery.

RoHS (China).

IEC 60417-5009: STAND-BY.

CAUTION. DO NOT steo on the 5D laptop
configuration hub



Symboles

Los symboles suivants pcdvont apparaitre sur les composants
matenels iTern Flement 5D, amsi que bars ce rtociiment et bans
d autres documents relafifs a iTero Element 5D.

Partout ou ce symbole apparait sur t'appareil, i
@ est recommande de ccnsulter ce document pour I

obtenir des informations sur sa bonne utilisation.

Partie aopliquee de type BF Tout composant sur -
A leg,jel ce symbole apparait contient une isolation 1

>
=

Une collecte separee des dechets electriques et MLot

des equipements electromques est requise.

Attention : Ce symbole est utilise pour souligner 0
le fait que des avertissements ou des precautions
A specifiques sont associes a I'appareil. Partout ou
ce symbole apparait sur I'appareil, il esf obligatoire
de se refdrer aux informations relatives a la
securite contenues dans ce document.

Les pieces ou accessoires sur lesquels ce
symbole apparait ne doivent pas etre reulilises.

MtSE EN GARDE : la loi federale americaine limite FI
la vente do cet appareil par ou pour lecompte d'un
*RxunigueiTwnf  dentiste. d'un orthodontiste ou d'unprofessionnel
dentaire agree. Le sysieme constitue un dispositif
medical sur ordonnance et nedoit etre manipule
gue par des prestataires desoins de sante qualifies.

Fabricant de dispositif medical.
REF Numero de commande.
Ne de serie

Numero de serie.

Indique le Representant agree dans la

[&-I-REP communaute europeenne.

IEC 60417-5032 . Courant alternatif.

Indique un dispositif med cal qui doit etre protege
de rhumidite.
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indique les limites de temperature auxquelles
le dispositif medical peut etre exoose en toute
securite,

Indique le besom pour i'utilisaleur de jonsulter les
instructions d'utilisation.

Numero de lot (Je fabrication.

indique la plage de pression atmospherique a
laquelle Ic dispositif medical peut etre expose en
toute securite.

Indique la plage d'humidite a laquelle le dispositif
medical peut etre expose en toute securite.

Fragile a manipuler avec som.

Ce cote doit etre place vers le haut.

IEC 60417-5031 Courant continu.

Tige (unite de numerisation).

Prise USB.

Batterio diectrique.

RoHS (Chine).

IEC 60417-5009 :EN ATTENTE.

ATTENTION ; NE PAS marcher sur le hub de
configuration pour ordinateur portable 5D



Safety instructions
Before beginning to work with tne system, all users are required to
read these safety instriictinns.

Power supply
Power IS supplied to the system via an internal med.cal grade
power supply,

Electric warning

Electric shock hazard! Only authorized Align Technology
technicians can remove external panels and covers. There are no
user-serviceable parts inside.

To avoid risk of electric shock, ITero Element 50 laptop
configuration must only be connected to a supply mains with
protective grounding.

Connect the 50 laptop configuration hub device only to a laptop
that IS approved according to IEC60950, and to UL60950-1.
Laptop and all its accessories shall be located at least t.5m away
from the patient. Do not scan a patient and touch the laptop or
any nf its accessories at the same time.

Only the Align Technology scanning unit and the approved
laptop should be connected to the USB sockets on the 50 laptop
configuration hub.

Only the Align Technology approved power cable should be used
to connect the 5D laptop configuration hub with the AC outlet.

Safety classifications

Type of protection against electrical shock: Class i.
Degree of protection against electrical shock: Type BF.
Degree of protection against harmful ingress of water; Ordinary.

Equipment not suitable for use in presence of flammable
anesthetic mixtures.

Mode of operation: Continuous.

Prescription health device
The system serves as a prescription medical device and should be
operated by qualified health-care providers only.

Scanner warnings

The scanner emits red laser light (680nm Class 1) as well as white
LED emissions, and 850nm LEO emissions. Normal usage of the
scanner does not present any danger to the human eye. However,
doctors should refrain from shining the scanner directly into the
patients eyes.

Avoid twisting cable, knotting cable, pulling on cable, stepping
on cable.

When the system is not in use. the scanning unit should be placed
inside the cradle with the probe facing towards the cart s post and
rear side of the touch screen so there will be no eye contact with
the laser beam or the flickering white LEO emission, and 850nm
LED emissions in any case,

The doctor should activate scanning operation only while the
scanners probe is inside the patients mouth

Doctors should avoid placing the scanner in the cradle while
scanning operation is still active.

If scanner malfunction occurs, stop scanning and call
service support.
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Cleaning & disinfection

« To avoid cross contamination, it is mandatory that after each
patient session *he disposable pla.stic sleeve be replaced and the
scanning unit be disinfected.

* Tu avoid cross contamination, it is mandatory that after each
patient session the gloves shall be removed and rcpiacoo.

« To avoid cross contamination discard gloves when torn,
contaminated, or removed for any reason,

« Disoose of scanner sleeves according to standard operating
procedures or local regulations for the disposal of contaminated
medical waste.

Unpacking & installing
The system should be unpacked ana installed following Align
Technology's instructions.

Work environment
* The system should be moved between rooms with utmost care to
avoid damage.

1 WARNING; Do not block the air vents on the Scanning Unit and
Base Unit.

= WARNING: System is intended for ndoor use only. It should not be
exposed to direct sunlight, excessive heat or humidity,

* The system should only be used following operating temperatures
as defined in Appendix B.

« If iTero Element 5D laptop configuration has iust been brought
into the office from a hot or cold or humid environment, it should
be set aside until it has adjusted to the room temperature to avoid
internal condensation.

Electro magnetic interference

WARNING: This device has been tested and found to comply with the
requirements for medical devices according to standard IEC60601-
’-2. This standard is designed to provide reasonable protection
against harmful interference in a typical medical installation.
However, because of the prol-feration of radio-frequency transmitting
equipment and other sources of electrical noise in the healthcare
environments (e.g., cellular phones, mobile two-way radios, electrical
appliances), it is possible that high levels of such interference due

to close proximity or strength of source, may result in disruption of
performance of this device.

ESD may cause an interference during scanning. In case of ESD
interference the system will stop scanning / displaying proper
viewfinder image. If the failure occurs within scan, the user may be
required to press the wand scan button to restart the scan. The
viewfinder will always recover automaticalty.

General
WARNING No modification of this equipment is aHowed.



Consignes de securite
Avant dc commencer a travailler avec le systeme. tous les utilisateurs
doivent prendre connaissance de ces consignes de secudte.

Alimentation electrique
Le systeme est alimente via une alimentation interne de qualite
medioale.

Avertissement electrique

* Risque de choc etectrique! Seals les techmciens agrees par Align
Technology peuvent retirer les panneaux et les capots externes.
L'appareil ne contient aucune piece reparable par I'utilisateur.

* Pour cvitcr tou: risque d'electrocution. le iTero Element 5D laptop
configuration doit uniquement etre connecte a une prise de courant
avec une prise terre de protection.

* Connectez ie dispositif de hub de configuration pour ordinateur
portable 5D uniquement a un ordinateur portable respecfant les
normes IEC60950 et UL60950-1. L'ordinateur portable et tous ses
accessoires doivent etre situes a au moms 15 mdu patient. Ne
scanne? pas un patient et ne touchez pas I'ordinateur portable ou
I'un de ses accessoires en meme temps.

« Seule I'unite de numerisation Align Technology et I'ordinateur
portable approuve doivent etre connectes aux prises USB du hub
de configuration pour ordinateur portable5D.

« Seul le cable d’alimentation approuve par Align Technology doit
etre utilise pour connecter le hub de configuration pour ordinateur
portable 5D a la prise de courant.

Classifications de securite
« Type de protection centre les chocs electriques; Classe L

« Degre de protection centre les chocs electriques : Type BF.

1 Degre de protection centre les infiltrations deau nuisibles:
Ordinaire.

1L equipement ne convient pas a une utilisation en presence de
melanges anesthesiques inflammables.

* Mode de fonctionnement; En continu.

Dispositif medical sur ordonnance
Le systeme constitue un dispositif medical sur ordonnance et nedoit
etre manipule que par des prestataires desoins de sante qualifies.

Avertissements ties au scanner

* Le scanner emet une lumiere laser rouge (680nm de classe 1), ainsi
que des é11531on3 a LED blanches et des emissions a LED de 850
nm. L'utilisation normale du scanner ne presente aucun danger
pour I'ceil humain. Cependant, les medecins doivent eviter de placer
le scanner directement dans les yeux du patient.

1 Evitez de tordre le cable, de nouer le cable, de tirer sur le cable, de
marcher sur le cable.

* Lorsque le systeme n'est pas utilise, 'unite de numerisation doit
etre ptacee a l'interieur du socle avec la sonde orientee vers la
colonne verticale du chariot et du cote arriere de I'ecran tactile afin
d'eviter tout contact visuel avec le faisceau laser ou remission de
LED blanche environnante et des emissions de LED de 850 nm
dans tousles cas.

* Le medecin ne doit activer |'operation de numerisation que lorsque
la sonde du scanner est dans la bouche du patient.
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* Les medecins doivent evnler Oe placer le scanner dans le socle tart
que I'operation de numerisation est encore activc-

* En cas de dysfonctionnement du scanner, arretez la numerisation
et appelez le support techrique.

Nettoyage et desinfection

« Pour eviter toute contamination croisee, il est ooligatoire de
remplacer le manchon en piastique a usage unique apres chaque
seance avec un patient et de desinfecler jmte de nume/isation.

1 Pour eviter toute contamination croisee, il est opligatoire de retirer
et de remplacer les gants apres chaque seance avec un patient.

* Pour eviter toute contamination croisee. letez les gants dechires.
contamines ou retires pour une raison quelconque.

e Jetez les manchons du scanner conformement aux procedures
d'utilisation standard ou aux reglementations locales relatives a
I'elimination des dechets nedicaux contamines.

Deballage et installation
Le systeme doit etre deballe et installe conformement aux instructions
fournies par Align Technology.

Environnementde travail
* Le systeme doit etre deplace d'une piece a l'autre avec le plus
grand soin pour ne pas I'endommager.

« AVERTISSEMENT : Ne bloguez pas les fentes d'aeration de l'unite
de numerisation et de I'unite de base.

* AVERTISSEMENT :Le systeme est conpu pour une utilisation en
inteheur uniquement. Il ne doit pas etre expose aux rayons directs
du soteil. a une chaleur excess ve ou a I'humidite.

* Le systeme ne doit etre utilise qu'aux temperatures de
fonctionnement definies dans I'annexe B.

« Si le tTero Element 5D laptop configuration vient juste d'etre
amenee dans le bureau en provenance d'un environnement chaud,
froid ou humide, laissez le materiel s'adapter a la temperature de la
piece pour eviter la condensation interne.

Interference electro-magnetique

AVERTISSEMENT :Get appareil a ete teste et approuve conforme
aux exigences des dispositifs medicaux selon la norme--IEC6060112
Cette norme est congue pour fournir une protection raisonnable
contre les interferences nuisibles dans une installation medicafe
classique. Toutefois, en raison de la proliferation des equipements
de transmisssion sur frequence radio et d'autres sources de bruit
electrique dans les environnements de soins de sante (par example,
telephones portables, radios mobiles bidirectionnelles, appareiis
electriques), il est possible que des niveaux cloves d'intorferencos
dus a la proximite ou a la force d’une source puissent entrainer des
perturbations de fonctionnement de cet appareil.

Les DES (decharges electrostatiques) peuvent provoquer des
interferences lors de la numerisation. En cas d'Interference DES, le
systeme s'arretera de numenser ou d'afficher la bonne image dans

le viseur. Si la defaillance se produit pendant I'analyse, il peut etre
demande a | utilisateur d'appuyer sur un bouton specifique pour
relancer I'analyse. Le viseur se reinitialisera toujours automatiquement.

Informations generales
AVERTISSEMENT ; Aucune modification de cet equipement n'est
autorisee.
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Chapter &

Introduction

About this operation manual

The iTero Element 5D laptop configuration system is delivered as a
proprietary, laptop based workstation for performing intra-oral scans
in the doctor s office. This operational n'anual describes how to start
and shut down the system, how to correctly handle the Scanning
Unit/Wand and cable, and how to clean the Scanning Unit and
replace its sleeves between patients.

Intended use / indication for use
The iTero Element 5D laptop configuration is an intra-oral scanner
with the following features and ntended/indicated for use:

1 The opt cal impression (CAD/CAM) feature of ITero Element 5D
laptop configuration is intended/indicated for use to record the
topographical images of teeth and oral tissue. Data generated from
iTero may be used in conjunction with the production of dental
devices (e.g., aligners, braces, appliances, etc.) and accessories.

2. iTero Element 5D laptop configuration software is used with the
iTero scanner in capturing 3D digital impressions of teelh, oral
soft tissue and structures, and bite relationship. iTero software
controls the processing of the data, facilitating the integration of
data, and exporting of the data for CAD/CAM fabrication of dental
restorations, orthodontic devices, abutments, and accessories. In
addition to scan data, various patient and case information can
be imported/exported or used for simulation purposes. Other
functions are available for verification and service of the system
and to serve as an order management tool.

3. The Element 5D laptop configuration NIRI functionality, is a
diagnostic aid for the detection of interproximal caries lesions
above the gingiva and for monitoring the progress of such lesions.

Benefits of the iTero Element 5D laptop configuration
system

The iTero Element 5D laptop configuration system provides
important advantages over existing crown-production methods,
including pov/der-free scanning, greater crown-production accuracy,
and immediate feedback during the scanning process.

Refer to our website www.itero.com to learn how the ITero Service
can enhance your business by increasing patient satisfaction,
improving clinical outcomes, and enhancing office efficiency.

Software installation instructions
Please consult the list of approved laptops and approved Antivirus
applications at www.iTero.com.

To ensure optimal performance use of the iTero application, only
approved laptops must be used with the iTero Element 5D laptop
configuration system.
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The iTero Element 5D laptop configuration user interface
The iTero Element 5D laptop configuration system provides an
intuitive user interface for performing digital scans for Restorative
or Orthodontic use. The doctor is guided through the scanning
sequence by means of visual and text assistance. The laptop's
touch screen and the wand buttons are used to respond to screen
instructions during the scanning process.

One tap on the question mark will enable a transparent Help
overlay that will provide a brief overview. Please note that the
Headset image appears instead of the question mark while n
this view. Tap anywhere to close the help screen and return
to the relevant screen.

Tap to set your preferences Double lap to cvHirieot to a support
agent for remote troubleshooting
Tap to lock the desktop | (please call support first)

Tap to enter the Learning Center or start training

Laptop battery level

|Ter0 element

n
New Scan Patients
(Tap to start a new case) (Tap to see/search patient list)
L u
Orders Messages
1
Tap to check the Tap anywhere on Tap to view notifications,
status of your orders  screen to close this updates and other messages

help overlay from Align Technology
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Chapter 2:

Basic hardware features

Front view of the system

Laptop with touch screen

Flex hub

Wand and cradle
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Scanning unit (wand)

Touchpad

Air vents

Disposable sleeve

Detachable scanning
unit cable with
USB connector

Side buttons: Scan, on/off,
touchpad activation
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Mobile system packaging (for transport)
Transportation
Use the supplied case to move the system between offices.

Moving the system

To ensure maximum system protection, it is recommended to move
the system with care. Follow these instructions for relocating the
system:

1 Attach the blue protective sleeve onto the wand.
2. Verify the scanning unit (wand) sits well inside the case.

3. Unplug the 5D laptop configuration hub and laptop AC power
cables from the wall outlet.

4. Place all items in the case (see picture above).

5. Make sure the case is kept dry to protect the system components
from humidity.
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Chapters:

Assembly and software installation

Step L Assembly ( | .
Please follow the instructions below to assemble your iTero )

Element 5D laptop configuration scanner
AC power Wand USB port

(scanning unit)
0 Hub and hub power cord
Q Cradle
0 Wand and wand cable

0 USB cable to connect laptop and hub

1,

Place the wand In the cradle Connect hub power cord to the hub
3 4. 5.
Connect USB cable to the hub Connect USB cable to the laptop Connect wand cable to the hub

Two important notes:

* The hub must be connected to
an AC wall outlet at all times

* The laptop should be connected
to an AC wail outlet for intraoral
scanning

Plug the hub power cord into the AC
power outlet
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Step 2: Download iTero Element 5D laptop

configuration software

For proper software installation and configuration of your ITero
Element 5D laptop configuration scanner, please ensure your ITero
wand is secure in the cradle and connectod to the hub, and the hjb
is connected to the laptop. Please make sure your laptop is plugged
into the AC wall socket during the entire software installation.

1. Laptop setup

A. Turn on the laptop.

B. Update the Windov”s to the latest version.
2. tTero software download

A. Open the registered email inbox in the browser. Look for the
email "Your iTero was shipped' which includes instructions.

B. Click on the link to get to the page with software downloads.
or

C. Alternatively, open the browser and go to (type the address
into your browser) dQwnload.iteroSD.com.
3. iTero software installation
A. Click on the 'Get started ' button.
B. Run the downloaded installation file.

C. Follow the instructions on the screen to complete the
download of the iTero software.

Welcome

It IS highly recommended to regularly chock for Windows updates
and install them. Please enable updates.

It is also recommended to exit to Windows and shut down the
computer at the end of each day to allow updates to install.

Before installing the iTero Element 50 software for the first
time, please install all available Windows updates. New Windows
computers should apply updates automatically.

To check for Windows Updates, open "Settings' (Windows key
+ 1), choose 'Update & Security”, and then "Windows Update .
Click "Chock for updates’ to see if there are new updates available.

It is recommended to close other software programs while
using the ITero Element 50 laptop configuration system
for scanning.

iITero element 50

Bienvenido Willkommen Benvenuto Bienvenue

The installation process will take about 10
minutes to complete

Step 1-Download me software
Step 2 Connect me wand wim laptop

Step 3 Customue /our account - Make it mirve
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Step 3: Make It Mine process

tTero

Welcome

BienvenKlo Wiltkommen Benvenuto Bienvenue

Select language of preference and tap on the Make it Mine button to
start the Wizard.

iTero

System is Ready

Follow the Wizard instructions on the screen to complete the
customization of the Tero Element 5D.
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Operating instructions

Make sure the laptop is connected to an AC v/all outlet, to ensure
the battery level does not reach its low battery status, at which time
scanning will no longer be poss ble.

Power UP the laptop to start iTero program.

It is recommended to keep the system in operation during office
hours to allow background file transtei s between the doctor s office,
the doctor s partnered labs, and the Align Technology Center, It is
recommended to shut down the system at the end of the day, and to
reboot in the morning.

Web cam
Connect the web cam to the laptop following the
product instructions.
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Chapter5:

Scanner handling, cleaning,
and disinfectiol Iinstructions

Handling of the scanning unit (wand)

The scann ng unit contains delicate components and should be
handled with care.

Handling of the scanning unit cable
* The scanner cable should be treated with care to avoid
possible damage.
* Between patient sessions, it is recommended to undo any twists
and knots in order to relieve all tension from the scanner cable.
The scanning unit requires proper cleaning & disinfection before first

use and before each additional use, and no later than 30 minutes
after the last scan.

Cleaning and disinfecting the scanning unit
The scanning unit (wand) should be cleaned and disinfected
as follows:

* Soak a lint free cloth in ready to use CaviCide V and squeeze until
the cloth is moist.
*  Wipe the wand thoroughly to remove gross debris.

* The entire device needs to be visually inspected to ensure that no
residual or debris remains prior to continuing to the next step.

1 Soak two additional lint free cloths in Cavicide 1, and squeeze
until the cloth is moist. Then wipe the device thoroughly, ensuring
with special care that all the surfaces, to all edges and slots, are
covered. Contact time will be at least 2 minutes.

* Then wet lint free cloths with distilled water and wipe all surfaces
for at least 15-30 seconds.

* Then use dry lint free cloths to dry the surfaces.

Maintenance
The industrial camera is maintenance-free.
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Chapter 6:

Changing sleeves
between patients

iTero Element 5D laptop configuration sleeve is intended for single
patient use and shall be replaced after each patient with the purpose
to avoid cross contamination.

For sleeve replacement proceed with the steps below.

CAUTION; Dispose of scanner sleeves according to s’andard
operating procedures or local regulations for the disposal of
contaminated medical waste.

Replacing disposable sleeves

\

Slept
When pulling a sleeve OFF or ON, hold the center of the sleeve.

steps
Gently slide on new sleeve onto scanning unit until it clicks into
place.
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Step 2
Press slightly on both sides of the disposable sleeve, pull the sleeve
slowly off the scanning unit and discard.

WARNING: Optical surface!

DO NOT touch the optical surface. Contact may cause damage.

If cleaning is necessary, use the wipes and anti-static cloth found
inside the sleeves box. For proper use, refer to the directions found
in the scanner sleeves box



Scanner sleeves

There are two types of sleeves intended for use with the scanner
unit (wand)-

Disposable sleeve

The white sleeve is a single use sleeve for patient scanning. Always
replace the white sleeve on the scanning unit between patients to
avoid cross contamination. Please dispose of the white sleeve after

every patient.

iTero
Element

Scanner sleeves packaging box
Scanner sleeves may be ordered online in boxes of 25 from the iTero

store.

wyjw.stQfe.itGro.com
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Protective sleeve

The blue protective sleeve is used to protect the optical surface lens
when the scanning unit is not in use. Please keep the blue sleeve ma
safe place so that it does not get lost or damaged.



Chapter?;

Clinic LAN
network guidelines

Introduction
The iTero Efement 5D scanner uses the Wi-Fi internet connecttvity in
order to send and retrieve scans to and from the iTero cloud.

As a recommendation, itis always best to have the state-of-art
available technology. Here are some helpful guidelines for the best
Wi-Fi connection:

Levels of Wi-Fi Internet Connectivity

Excellent Good

>-50 dBm -50 to -60 dBm
Fair Weak

*60 to -70 dBm <-70 dBm

IMPORTANT: Inorder to achieve the best performance of your
iTero Element 5D laptop configuration scanner, ensure that the
Wi-Fi signal strength is "Excellent" or at least "Good™

CAUTION While scanning a patient, do not connect a LAN cable
to iTero Element 5D laptop configuration - it is forbidden due to
safety hazard reasons.

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



Preparations
* The required Modem/Router should be configured with WPA2
Security standard, including a password.

* Ensure that yojr IT professional staff would be available when the
scanner n'stallation is planned to take place.

* Make sure that your Wi-Fi SSID credentials are available Login &
password.

* The minimal Wi-Fi strength signal for the system should display at
least two "stripes . as shown m chapter 2. above).

+ Diagnostic tool under Settings', or the Connectivity Tool ae
suggested below.

* Test the local Wi-Fi connection with any PC computer, using the
iTero connectivity tool 'run the test as near as possible to the
scanner location).

* Connectivity Tool Download at fci.orthocad.com\download\
AlignSupport\ConnectivityCheck2.0.exc

+ Following are some suggestions for the office IT person, regarding
what should be considered in order to prevent issues such as
access or connectivity tg/with the iTero scanner:

1. Hostname recommendations related to Align services listening to
ports 80 and 443.

2. Do not prevent FTP communication sini;o the scanner sends
specific file types (.3d$ and.3dc/.3dm).

3. Disable any proxy client for data communication through TCP/IP.
4. Do not add the scanner to any domain group-

5. Do not run any group policy on the scanner as it may disrupt its
proper functioning.

Router guidelines

Minimum Standards; 802.11N / 802.11AC

Internet connection guidelines

In order to achieve the best performance of your iTero Element 5D
laptop configuration scanner, ensure that your internet connection
upload speed is at least IMbps per scanner. Also, note that any
additional devices connected to the internet m parallel to the
scanner may affect the scanner's performance.

Firewall

Open Ports (in case Firewall is working):

a, 80-HTTP-TCP
b. 443 - HTTPS 1 TCP
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Wi-Fi tips

Wi-Fi routers allow you to access your internet system using a Wi-F:
connection from essentially any place within the functional range of
the wifeless network. Nevertheless, the number, depth and position
o' walls ceilings or additional partihons that the wireless signals
must travel through may limit the range and strength of the signal.
Normal signals vary depending on the material types and background
RF (radio frequency) noise myour home or business.

6. Be sure to have a minimal number of walls and ceilings between
the router and other network devices. Each barrier can reduce
your adapter s range by 1-3 meters (3-9 feet).

7 Be sure to have a straight line, free of any partition between
network devices. Even a wall that seems rather thin can block
a signal of t meter (3 feet) if the wall angle is shitted by only 2
degrees. To achieve the best reception, place ail the devices
so that the Wi-Fi signal travels straight through (9U0) a wall or
partition (instead of at an angle).

8 Construction materials make a difference. A solid metal door,
or aluminum nails, can be very dense and may have an adverse
effect on a Wi-Fi signal. Try to position access points, wireless
routers, and computers so that the signal travels through drywalls
or open doorways. Materials and objects such as glass, steel,
metal, walls with insulation, water tanks (aquariums), mirrors, file
cabinets, brick, and concrete may reduce your wireless signal.

9. Keep your iTero product away (at least 3-6 feet or 1-2 meters)
from electrical devices or appliances that generate RF noise.

10.If you are using 2.4GHz cordless phones or X-iO (wireless
products such as ceiling lans, remote lights, and home security
systems), your wireless connection may severely degrade or
entirely drop. The base of many wireless devices transmits an RF
signal, even if the device is not in use. Position your other wireless
devices as far as possible from your scanner and router.

1L

=

Inyour area, there may be more than one active wireless network,
Each network uses one or more channels. If the channel is near
your system channels, the communication may gradually decline.
Ask your IT department to check this, and T required, change the
channel numbers used by your network.



Appendix A:

EMC declaration

Summary of EMC test results for iTero Element 5D laptop configuration

Standard Class / Severity level Test result
Documentation (IEC 60601-1-2 sections 4 and S)
General requirements for EMC section 4.1 Cjniplics
External labels section 5. - Complies
Conformity of users' manual section 5.2 | - Complies
Accuracy of technical description section 5.2.2 - Complies

Emission fIEC 60601-1-2 section 7)

Group tClass B
Conducted emission Freq. range 150 kHz - 30 MHz CISPR " 230.120 & t00 VAC mains ® 50 Hz; Complies
220 VAC mams @ 60 Hz

Radiated emission Froq. range: 30 - I000 MHz CISPR 11 Group 1Class 6 Comf~Nios
Harmonic current emission test IEC 6t000-3-2 g(gzoz\é@cgmgg)nzf 50 Hz Complies
Voltage changes, voltage fluctuations and fNcker test IEC 5'000-3-3 égz%gﬁc@rgzg]i‘f 50 hz Complies
Immunity (IEC 60601-1-2 section 8)

Immunity from electrostatic discharge (ESD) IEC 6-000-4-2 8 kV contact discharges & 15kV air discharges Comolies
Immunity from radiated electromagnetic fields 16C 6'CO0-4-3 10.0v/m; 80 MHz . 2.7 QHz, 80% AM. 1kHz Comnlies

Immunity from proximity held from wireless List Of frequencies, from 9 V/m up to 28 V/m,

communications equipment 1£C6-000-4-3 PM 08 Hz Or 217 Hz), FM 1kHz Comolies
Immunity from electrical fast transient CFT) IEC 61C00-4-4 i 2.0kV - on AC mains; Tr/Th - 5/50 ns. 100 kHz Comoties
x2.0 CM / tl.0 kV DM
Tr/Th - 1.2/50 (8/20) ms
Immunity from conducted disturbances induced by radio* IEC 6-000-4-6 gﬁoégg)yiéwnswains&wand cable: Comolies

frequency fields 0.15-r 80 MHz. 80% AM ® 1kHz

On 230 VAC & 100 VAC mams (50 Hz;

0 %< 0.5cycle e | cycle;

70% 25 c”™Nes; 0% =250 cycles I
on 220 VAC mains fb 60 Hz: Comedies
0 %-0.5cycle & 1cycle:

70% «30 cycles; 0% - 300 cycles

immunity from voltage dips, short interruphons and

S IEC 6-C00-4-Y
voltage variations
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Appendix B:

System specifications

Description
Monitor Lapii>p monitor
Scanner SCfirnci rsdl:<ser ligh' (b8:'nm 3iass I) hs as while LED nmissiors
Operating power too 210VAC 53/63Hr-43YA';ta«l
Operatir>g temperature 18'Cto 26 3/64.4 to76.3 F
Storage/Transportatlon temperature *S'tnSO C23 to 122 F

Pressure 320 mmHg to 760 mmHg (*69 <Pa to -101 ki

Operating pressure & attitude Altition 0 loet to 10.000 (net

Pressure 430 rnTH3 to 760 mmHa (-5'kPa to-10i k=a)

Storage/Transportatlon Rressure & a'titude Alfitucc O feetto 15,000 feet

Relative numidity Operating 40% to7Q'e Storage 30% to 90%
iTero Element 5D laptop iTero Element 50 Cradle: Case:
configuration hub: wand unit: Length. 262 mm (-10in) Height 325 5mm (-3 ini
Dimensions Length- 206 mm (-3 in) Length 345 m;r (i3.3in) Width. 89 mm (-3.5 ml Width 455 ""'m (-18 in)
Width 94 mm !-3.7 ini Width 50 mm (2.0in] Depth 52 mm (-2 ml Depth 184 mm (-7 ml
Depth 36.5 mm (-1.4 n) Depth 68 mm (2.7 ir)

ilero Element 5D laptop coniiguration hub -".n kg (-i los)
Net weight SuMfinirig Unit: 0.47 kg (-1 Ibs)
Empty Case: -2 kg (-4.5 Ibsi

Shipping weight -9 kg (-17.6 Ibsl
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iTero element 5D

Align Technology, Inc. Align Technology BV.
2820 Orchard Parkway Arlandaweg 161

San Jose. CA 95134 1043HS Amsterdam
USA The Netherlands

Align, Invisalign. iTero, and iTero Element among others, are trademarks and/or service
marks of Align Technology, Inc. or one of its subsidiaries or affiliated companies and may be
registered in the U.S. and/or other countries.

(S 2019 Align Technology, Inc. All Rights Reserved. 206520 Rev E
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Copyright Trademarks

Copyright ¢ by Align Technology, Inc. 2019. All rights reserved. The The following are trademarks and/or service marks of Align Technology.

information contamnd in this manual is subject to change without notice. Inc. or one of its subsidiaries or affiliated companies and may be
registered m the U.S. and/or other countries:

The hardware and software described m this manual are sjoplied under Align Technology Inc.. Tero

a Sales and Servues Agreement and may be used onl® in accordance

with the terms of that agreement. Any other trademarks or registered trademarks appearing m this

doc.jment are the property of their respective owners.
No part of this document may bo reproduced, photocopied, stored ina
retrieval system, or transmitted in any mannei (electronic or mechanical)
for any purpose other than the customer s normal usage, without the
prior written permission of Align Technology Inc.

This document describes the iTero Element 5D Optical Impression
Device. English language version. Updated m November 20i9.

USA office Netherlands office

Corporate Headquarters Align Technology Ltd. International Headquarters

Align Technology, Inc. 3 Ariel Sharon Boulevard Align Technology BV.

2820 Orchard Parkway Or-Yehuda 6037606 Arlandaweg 161

San Jose. California 95134 Israel 1043 HS Amsterdam

www.aligntech.com Tel: *972(3)634-1441 Tel: *31 (0) 20-586-3600
Fax +972 (3) 634-U4U Fax >31(0)20-586-3751

Tel *1 (408) 470-1000
Fax: 141 (408) 470-1010

Customer support

Tel *1 (800) 577-8767 Align Technology B.V.
Arlandaweg 161
* "-mail; 1043HS Amsterdam
irosupport@aligntech.com The Netherlands
E-mail:

orthocadsupport@aljgntech.com
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Introduction

Tho iTero Element 5D intra-oral scanner is Align Technology s latest
generation integrated scanner and software system. It enables doctors
to take 3D digital scans of patients teeth and bite, make adjustments of
the scan in real time and transmit the results wirelessly.

This user guide provides general information and an overviev/ of
tho application.

Intended use

The iTero Element 5D is an intra*oral scanner with the following features
1>d intended/indicated for use:

1. The optical impression (CAD/CAM) feature of iTero Element 5D is
intended/indicated for use to record the topographical images of
teeth and oral tissue. Data generatec Torn iTero may be used in
conjunction with the production of dental devices (e.g.. aligners,
braces, appliances, etc.) and accessories.

2. iTero Element 5D software is used with the iTero Element 5D
scanner in capturing 3D digital impressions of teeth, oral soft
tissue and structures, and bite relationship, iTero software controls
the processing of the data, facilitating the integration of data, and
exporting of tho data for CAD/CAM fabrication of dental restorations,
orthodor'tic devices, abutments, and accessories. Inaddition to scan
data, various patient and case information can be imported/exported
or used for simulation purposes. Other functions are available for
verification and service of the system and to serve as an order
management tool.

3. The iTero Element 5D NIRI functionality, is a diagnostic aid for the
detection of interproximal caries lesions above the gingiva and for
monitoring the progress of such lesions.

This all-in-one system is available on a monitor with a fully interactive,

It uch screen display and an easy-to-use scanner, The topography of a
patient's teeth can be viewed on the screen as they are being scanned,
and determining tho degree of occlusion of the bite can be analyzed as
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the scan is completed.

In conjunction with the scanner, the application facilitates the following
tasks by

+ Capturing 3D digital mpressions of teeth, oral soft tissue and
structures as they are being scanned.

* Enabling real-time viewing of the visual bite relationship once the
scan IS completed.

* Managing the processing of the data.

+ Sending the data wirefessly to designated providers for the
fabrication of dental restorations, orthodontic devices, abutments,
and accessor es. etc.

* Using the data fo' simulation purposes.

The application also includes administrative capabilities which enable
the user to

« Start a now scan.
* Place a new order for an existing patient or new patient.

1 View orders m progress.

Review and/or track past orders.



Chapter L

System registration

Q De<no Modu

iTerO element

Welcome

Bienvenido Willkommen Benvenuto Bienvenue

A Mnke it Mine

Demo Mode

Press Demo Mode to familiarize yourself with the scanner's features
and perform practice scans without submitting the scans. Demo Mode
ISdesigned for training new staff members and practice. Demo Mode
ISavailable anytime for dental practices to train on an iTero Element

5D device, for scanning techniques, how-to guidelines for prescription
forms, case types, and to familiarize with the iTero interface. Demo
Mode will feature all the aspects of the scanning process and include a
wide variety of cases. Sample cases offered will include clinical cases.
Invisalign cases, and restorative cases for your convenience.

ihen Demo Mode is in use for practice scanning, a lightly striped

ackground and red tag in the upper left-hand corner will indicate Demo
Mode. Any scans captured in Demo Mode cannot be saved or submitted
for patient treatment. Demo Mode is available to access on the Welcome
screen or at any point by pressing the iTero Element logo button on the
home screen.

Make it Mine

Press Make It Mine to register your scanner. Please have your

User Name, User Password, and Company ID ready to complete

the registration process. You will receive an email from an iTero
representative with login credentials and detailed information on the how
to Make it Mine procedure.

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



iTero eiement iTero «tement

Connect

Time Zone
Please select network, fill security details if needed and then press

Please select your time zone

1. Select the appropriate Network Connection 3. Register the system

iTero elem«rvt

Verifying Communications with Align
Network Connection... OK

Align Servers.. OK

File Servers... OK

Download Speed OK 20 Mbps

Upload Speed OK. 8 Mbps

Completed

Register System

Hrveu)r thr <Oruymrily

VIt*N*44 bum
Mea Dl e

2. Network connection verification 4. System is registered
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iTero iTero element

License Agreement Verifying Communications with Align

Network Connection... OK
Align Servers... OK
File Servers... OK

Download Speed OK, 20 Mbps
Upload Speed OK. 8 Mbps
Completed

5. Accept the License Agreement 7.

System is now ready

iTero element

Updating to Latest Version...

Checking for upgrade... System is up to date
Completed

6- Updating SW to the latest version

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



Chapter 2;

Logging into the scanner application

Login
When the scanner is pov/ered on, the login screen for the iTero Element
5D will appear.

Q User informahon
0 Create Account
B Forgot Password

n Login

Please have your MyiTero account information ready when logging
in to the iTe’o Scanner. You will reed your name, account email, and
password. Fill out all the necessary fields and click the Login button.

Create account

To create an account, please press the bottom button labeled Create
rcount. Enter an email and create an account to use on the iTero
~anner and MyiTero.com.

Forgot password

If you forgot your password, press the lower button labeled Forgot
Password. Enter your registered account email and a temporary
password will be sent to your email. Alternatively, answer your
predetermined security question and gain access to the account from
the scanner.
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Chapters;

ITero Element 5D main features

Home screen

The iTero Element 5D home screen provides access to all the main
features of the iTcro software.

Below ISan image of the iTsro Element 5D 'ipplicdtion's home screen.

M Main home screen icons

Q utility icons

Main desktop icons

There are four mam home screen icons for the iTero Element
5D software.

1:9w Scan: To begin a new scan for a patient, select the New Scan
?n, This home screen icon navigates to the iTero Rx form to fill out the
prescription form for a patient and begin scanning.

Patients: To look up any patient on your system, select the Patients
icon. This home screen icon navigates to the Patients page. Search for a
specific patient, scroll through recently scanned patients, review scans,
access iTero TimeLapse, view patient histo:"y, add new scans, or add a
treatment plan.

Orders: To view the status of your orders, select the Orders icon. This
home screen icon navigates to a list of orders in progress or past orders.

Messages: To read messages, select the Messages icon, This home
screen icon navigates to the message inbox, where you may read on the
latest notifications from the Align team regarding new updates, improved
features, enhanced tools, and latest develooments.
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Utilityicons

Battery: To view the charge on the iTero external battery, press the
Battery icon. A battery indicator will appear and specify how long the
battery has until the iTero Element 5D may need to be charged again.
When the battery icon disolays a lightning bolt symbol, the battery is
charging. Note: this feature only appears in supported iTero Element
5D scanners-

Learning Center: To access training materials and educational videos for
your iTero Element 5D. press the Learning Center icon.

Lock; To leg out of an account whenever the iTero Element 5D is not in
use, press the Lock icon. This will help ensure that the dental practice is
HIPAA compliant and that all medical information is secure.

Settings: To adjust preferences for your iTero Element 5D like
wand configuration, localization, user settings, and more, press the
1ttings icon.

Help: To navigate icons for home screen and helpful hints, press the
Help icon. A transparent Help overlay appears over the screen to aid
in navigation of features and tools. At any time, tap the Help icon for
assistance. Tap anywhere to close the Help screen and return to the
relevant screen. Customer support is available on every Help overlay.
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Touch screen gestures

iTerD Clcmont GD application supports touch screen (also known as
multi-touch) gestures. These gestures are predefined motions used to
interact with multi-touch devices.

Examples of common toucn screen gestures.

Scroall

Pan
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Wand controls

Q Side buttons

Q  Touohpad

Side buttons; Press and release either of the side buttons on the wand to
start or stop the scanning process. Press the buttons simultaneously to
activate the touchpad.

Touchpad: Once activated, swipe left or right on the touchpad to
mavigate between scan segments. Press and hold the touchpad will
Biable the gyro function to rotate the model on the screen.

Demo Mode
To access demo mode, press the iTero Element logo on the upper left
side of the home screen. A menu will appear to press Demo Mode or to
cancel and return to the home screen. Demo Mode will appear with all
the same functionality as when taking a normal scan. No data will be
permanently saved.
n Demo Mode
0 Exit to Windows

0 Cancel
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Demo Mode; Initiate Demo Mode for oractioe without saving any data.

Exit to Windows: To Exit the iTero interface and return to Windows. Note:
Only available on ITero laptop configuration devices.

Cancel: To exit f'om 'He screen and return to normal use.

O Demo Mode tag

Q Striped background

Demo Mode tag; The red tag indicator when using Demo Mode.

Striped background: A striped background will appear while scanning. It
ISdesigned to prevent scanning real patients in Demo Mode,

Practice any portion of the patient experience. Any scans taken during
Demo Mode cannot be submitted for treatment. To exit Demo Mode,
please go back to the home screen and press the ITero Element logo.
The menu for Demo Mode will appear in order to exit Demo Mode.
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Chapter 4:

Messages

e 0 Inbox

Q ark as Unread

Press the Messages icon from the home screen to view notifications,
updates and other messages from Align Technology. On the left side of
the page, search for specific messages by subject title quickly or, press
on the right side of the screen and scroll down the page to search and
find a specific message. To mark any message as unread, press Mark
as Unread,
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Orders

Tap oil the Orders icon to view or review In Progress or Past Orders.

il QwI, w . e M In Progress
I K Q  Past Orders
T
MM AAIW 207 )@—)0’
ONTI 44 KWEM @MY
i‘ed

4gd
V/a10a K9
AVOMN e qj

e Aud
w4 1 MBI L
 ONNENA | 1 3

in Progress; Scans that have not been submitted.

Past Orders: Orders that have been submitted. Press on any order to
check the status of the scan.

Clicking on a past order shows the following options, depending on the
case type.

View Rx: View the prescription for this order,
ewer: View the scans for this order.

Add Rx: Add a prescription for this order (only applicable for Orthodontic
orders and available up to 21 days after a scan).

Invisalign doctors may also select Invisalign features such as Invisalign
Outcome Simulator.
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Chapter 6:

Scan

start a newscan

To start a new scan, press the New Scan icon from the home screen or
P"Css the new scan button from the Patfcnt pagc.

New Scan A

Prescription icon: The first step ththe New Scan workflow. Fill out the
«Neescnption form with patient information, case type, and any notes
include.

Scan icon: The second step in the New Scan workflow. Scan the patient
for a new scan to be captured.

View and Review icon: The third step in the New Scan workflow. Inspect
the scan and examine that all adequate data has been captured.

Send Case icon: The final step mthe New Scan workflow. S*gn the
confirmation form and send the case to its destination for storage or
additional work needed.

Q D Patient information
Qj Case Type

n Notes

For Restorative cases, select the case type and restoration needs for
the appropriate indication. For Orthodontic cases, such as Invisalign or
iRecord, select the case type and enter in patient information.
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0 D Select a laD to send the case

B Select the restoratton type
trom tie dropdown

To start a scan, tap the scan icon,

n e Q Real time modeling
B View finder
B Color
Q Scan feedback
B Toggle view

B Enlarge vew

Scan feedback: To view any missing tooth, soft tissue, or oral structure
during the scan.

Color: To sv/itch from scan to color view.
View finder: View the wands current positioning.

Toggle View: Toggle between displaying a color image or a Nini image in
the viewfinder

Enlarge View: Switch to a large viewfinder in the middle of the screen
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After reviewing the scan, sign 'he Rx form and send the scan to comolete
the case.

) (A * 6 o] D  Signature box
O Clear

Q Confirm S. Send

Signature box; Sign your signature here with a finger. Check "Save
Signature" to store a signature away for future ease and use. Check
Don't show again” to eliminate this step.

Clear; To clear a signature from the signature box.

Confirm & Send: Confirm scan has been reviewed and send the scan to
a lab or iTero storage.
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Chapter?:

ITero Element 5D screens

In addition to scanning, the iTero Element 50 scanner provides a Near
Infra-Red Imaging (NIRI) mode. The NIRI and ViewFinder color mages
are captured during the scan, and can be reviewed, once scanning
has completed.

Review tool for iTero Element 5D imaging systems

After scan is completed, go to View and Review icon, inspect the scan
and examine that all adequate data has been captured, including NIRI
and color images, on specific locations in the mouth.

c ~ D Review tool

Q 1" Q Loupe

Review tool: Displays the Color and NIRI images captured during scan

Loupe: When loupe Is dragged to the scan, the Color and NIRI images
are displayed according to the specific location of the loupe on the scan
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6 w Q Zoom in button

0 Brightness and contrast toolbar

Zoom in button: Viewfinder window will be enlarged and only the specific
*mage will be displayed in the viewfinder.

brightness and contrast toolbar: Opens the brightness and contrast
adjustment toolbar.

After review and confirmation that the scan has been captured with
sufficient data, the following features can be used to view the scan in
color or monochrome edit the scan, remove any extra scanned artifacts,
and erase additional scanned materials.

Using NIRI

NIRI provides imaging of the internal tooth structure.

Structure translucency translates in the NIRI image to brightness level;
the darker the object the higher is its translucency and vice versa.

Healthy enamel appears dark, translucent, while dentin or caries are less
translucent and appear brighter.

Proximal lesion will appear as bright stripe/wedge-iike features as in the
image above, in this case proximal lesion reaching all the way to
the dentin.

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



Changing viewing angle around such area may provide more information
regarding its depth, while using the color image may help differentiate the
diagnosis as well as the lesions severity.

In addition to the NIRI, the color images are also provided to give more
information regarding the tooth's health and help with the diagnosis.

ie NIRI above demonstrates two proximal lesions circled in red,
reaching all the way to the dentin, while the color image helps determine
that the lesions are proximal and not occlusal, as no white/brown spots
appear in the correlating areas of the occlusal surface in the color image.
The dark lines marked by the blue arrows indicate occlusal fissures.

Note: Highly opaque teeth will have low translucency of the enamel
making it appear brighter, this may cause difficulty in understanding
internal tooth's structures, and differentiating between enamel and
dentin, thus affecting the ability to detect proximal caries. In addition,
several dental restorations such as amalgam fillings are not translucent
for the NIRI, meaning they may mask lesions underneath them,

NIRI along with the color images can assist in the detection of
proximal caries.

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



Proximal caries

Scoring provided according to ICDA3-1l standard

Sound enamel, will appear without any noticeable bright spots,
meaning it will resemble a dark ring circling a bright inner circle
representing the dentm.

Enamel caries appear as a bright spot, which is not reaching the dentin,

Caries reaching EDJ will appear as bright spot in the enamel dark ring,
which connects, to the bright dentin.

Bright spot in the enamel which is connecting significantly to the
bright dentin, may indicate a dentinal/cavitated cartes.

Proximal scoring:

Clinical
0 Sound
1
1 Enamel
2 EDJ -
3 Dentin/
Cavitated
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Chapters;

Patients

On the home bureen, press the icon labeled Patients to locate a
patient and their scans. Press on a patient to add a new scan or viev;

previous scans.
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Patient page: View any patients, see historical scans associated with the

patient, access iTe'o TimeLapse. or add a new scan.

Search bar: Search for specific patients using their names or

chart numbers.
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Chapter 9:
iITero TimeLapse

iTerj Timei.apse con’pares previously captj'ed patients 3D scans to
allow a clinciar to visualize changes of a patient s teeth, tooth structures,
and oral soft tissues.

Patients scanned on a regular basis can be analyzed using the iTero
TimeLapse tool.

In the patients, profile, select two scans from the timeline at the bottom
of the screen. Once two scans are selected, press the Compare
Selected button to analyze the scans.

Do ~ D  Timeline
Q Scan selection checkboxes
>/ nyjon a0 B Compare selected
4/ 9MISS

Timeline; Scans taken over time of the patient.

an selection checkboxes: Selected scans to compare and visualize m
.ero TimeLapse.

Compare selected: Analyze scans using iTero TimeLapse.
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Color Legend

o ©

Loupe
B Animation window
Color visibility

B B Play/pause

Color Legend: Highlighted areas with the most changes between scans
with rich color. Scale measurements are in millimeters.

Loupe: To view areas indetail and visualize points on nterest in the
Animation Window. Drag the loupe from the animation window to the area
of interest m order to magnify potential treatment soots. Tie areas in
which appear in the loupe will be magnified wthin the animation v/indow.

1«9(nd Ugld

AMomaa’w «1m

mlaiw cm

~mdioo «iM Bom am
i

MT

Animation window: Visualize fine details of changes for the
scans selected.

Color visibility: Toggle between monochrome and color in the
Animation Window.

Play/pause: To play or pause the Animation Windov.
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Chapter 10:

ITero Element 5D
Operational manual

The iTero Element 5D system is delivered as a proprietary. PC-oased
workstation for performing intra-oral scans in the doctor's office This
document describes how to start and shut down the system, how to
correctly handle the Scanning Unit/Wand and cable, and how to clean
the Scanning Unit and replace its sleeves between patients.

This section's referenced from the ITero Element 5D operational
manual 206519

ITero Element 5D laptop
configuration
Operational manual

The ITero Element 5D laptop configuration system Is delivered as a
proprietary, laptop based workstation for performing intra-oral scans in
the doctor s office. This document describes how to start and shut down
the system, how to correctly handle the Scanning Unit/Wand and cable,
and how to clean the Scanning Unit and replace its sleeves

between patients.

This section is referenced from the iTero Element 5D laptop configuration
operational manual 206520
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Notes:
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ITero elementsp

Align Technology, Inc. Align Technology B.V.
2820 Orchard Parkway Arlandaweg 161

San Jose. CA 9bl34 1043HS Amsterdam
USA The Netherlands

Align. Invisalign. iTero. iTero Element, and iTero Element 5D among others, are
trademarks and/or service marks of Align Technology, Inc. or one of its subsidiaries
or affiliated companies and may be registered Inthe U.S. and/or other countries.

'S 2019 Align Technology. Inc. All Rights Reserved. 206721 Rev D
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PYyKOBOACTBO MO 3Kcniyataunm
CkaHep uHTpaopa/ibHbI iTero® Element 5D
BapuaHTbl UCMosiHeHnA: Cuctema iTero®
Element 5D; iTero® Element 5D B
KoMMeKTauum ans HoyToyka, C
NPUHAANEXHOCTAMM

OgumumnanbHbll NPON3BOANTEND
KomnaHusa Align Technology Ltd., 3
BynbBap Apuanb LapoH, Op-Vexyaa,
N3pannb
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ITero elementsp

CO CTOUKOW

Ha KOJ1eCaX
DYKOBO/CTBO MO

JKCnayaTaLmn
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ABTOpCKMe npaBa

2019 Align Tec>inology. Inc BcenpgB.! «awmademsi.

MHdopmaLmus npeacTaBneHHas B HArTos0.eM OYKOBOACTBE. MOXET 6bITb
n3MeHeHa 6e3 npeaBapuTeNaHa’o y3™Ngomnl umy

AnnapaTtHnp u nporpaMmMHoe o6ecn->4PHue OnucaHHOe B MarToyTem
[IOKYMeHTe, rpefouyaBnseTca B COOTBE'C HNU C/AOTOBOPOM O MOKYTKe 1 0
npejocTaBAeHNN YCNyr U MOXeT UCMOMb30BATICA TONbKO B COOTBETCTBUM C
3TVM [JOr0OBOPOM.

Hukakas yacTb HaCTOSILLEro AoKyMeHTa He MOXeT 6blTb BOCMpon3BeAeHa
CKOnMpoBaHa, COXpaHeHa B MOWCKOBOM CUCTEME WU NepejaHa Kakum-
160 cnoco60oM (3N1eKTPOHHbLIM UM MexaHnyeckmum! ans Kakux-nnéo
Leneit, OTANYHBLIX 01 06LIYHOTO NCMONbL30BaHUS 6Ge3 NpefBaoOUTENbHOIO
NYCbMEHHOTo pa3pelweHuns komnanun Align Technology Inc

B HacTosLEM JOKYMEHTe OMUChIBAETCA YCTPOWCTBO NOYHEHUA ONTUYHECKUX
cnenkoB Toro' Clement 5D. Bepcusi Ha pycckom A3bike. O6HOBNEHO N
okTA6pe 2019 roga

Odhuc B CLUA Oduc B N3panne

LLTa6-kBapTUpa KoMnaHum Align Technology Ltd.
3 Ariel Sharon Boulevard
Or-Yehuda 603/606

N3paunnb

Align Technology, Inc.
282U Orchard I'arkwayban
Jose. CaliVma, 95134, CLLUA

Ten:-1-972 (31 634-1441
dakc: -1972 i3) 634-1440

www.aligntech com

Ten; -r4 140tt) 4/0-1000
dakc: *1 (408) 470-1010

Cnyx6a noAAepXKu KANeHToB

Ten: +1 (8001 577-8767 Align Tethi>ology BV

Arlandaweq 161
3n nouta. 1043HS Amsterdam
iterosupport ialigntech.com HugepnaHgi
3an noura.
orthofadsupport ioaligntech.com
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Toprosble 3HaKu

Align Technology Inc., iTero' ABAAOTCA TOProBbIMM Mapkamu u uam
3Hakamun o6enyxunsanus Align leclliiulogy, Inc nam ~gHon 13 re foYepHUX
nwarr 3apuAnpaBaHHbIX KOMNAaHUM 1 MOTYT 6bITb 3acerncTpuposaxsl B CLUA
N MANAPYU» ,ToaHax

No6ble Apyrre ToBapHbie 3-~aKN NN 3ape'ncTprpoBaHHbie TOBApHbIe
3HaKW, Npe/fcTaB/eHHbIe B aTOM JOKYMEHTEe SAB/AOTCA COGCTBSHHOCTbIO UX
COOTBETCTBYIOLWMUX BNafenbLeB

Oduc B HupgepnaHpgax
MexgyHapojHas WwTa6-kaprupa
Align Technology BY
Ailandaweg 1611043

HS Amsterdam

Ten. »31 (01 20-586-3600

dakc: (0) 20-586-3751



Co0TBETCTBYET TPE6OBAHUSIM, NPELbABASEMbIM K Mpeaynpexenne FCC

Na3epHeIM ycTponcTeam knacca 1 8 cooTBeTcTBUM € npaBunamu FCC, mogudukaymm ycTpoicTea, He
YcthoucTteo oTBeyaeT roe6osaHmnam ctaHgapTos 21 CFR 1040 10 un ofobpeHHble MpuUKU3HUaule.lem, MO'yi IMWKUTbL Ha. HpaBa 3klLunyalnponaTb
FN 6Mns2,-1. yCTPONCTBO.

CooTtBeTcTBME cTaHgapty EMC
| JlasepHoe ycTpoIicTBO Knacca 1 o i
Yupowuc :Bo cooiBeictByei ;nepytox.emy nangapty IN'L

IEC 60601-1-2 N3aenusa mefuumnHCKue anekTpuyeckne Yacte 1-2 Obwume
Tpe6oBaHNA K 6€30MacHOCTH C y4eTOM OCHOBHbIX (hynKLOUa/TbHbIY
CootBeTtcTBMe cTaHgapty CSA z
XapakTepucTuk MapannenbHblii cTaHAapT. SN1eKTPOMarHUTHbIE ABEHUS.
YcTpoiicTBO COOTBITC rByeT cTaHaapTy | S4 ana <aHagpl n CLUA: Tpe6osaHua Il ur nbiTaHns'
<Ul Siri No. 60601 ' /Tnenlfl meanumnHCKMe anekTpuyeckue. Yactb 1

O6uwme rppnoBaHHs K 6eTonacHorTu- CooTBeTCTBME HOopMam 6e3onacHoOCTU

YCTPOMCTBO COOTBETCTBYET CNEAYIOWEMY CTAHAAPTY 6€30MacHOCTU.

IEC 60601-1 UTA™MnA MeguunHCcKue anekTpuyeckne Yacte! Obuwme
TpeboBaHMA K 6€30NacCHOCTN C YHETOM OCHOBHbIX (PYHKLVOHA/IbHbIX
xapaklepucrnk<

CWA

CooTseTcTBUE Npasunam FCC CootsetcTune cTaHaapram EC

370 yCTPOICTBO COOTBETCTBYET NOMOXEHUAM 4a:Th 15 npasun FCC. a ero YeTpoiicTeo cooTBeTCTBYeT TpeboBaHuam lnpekTuebl CoseTa 93<42.7EEC, B

3KCMlyaTaMusi paspelueHa npu co6MI04eHNN 4BYX CNeayioLnX yCaoBum OTHOMEHUM MEAULINHCKMX yCTPONCTE.

1 YCTPOWCTBO He JO/KHO BbI3bIBATb BPEHbLIE NOMEXN: C €

2. yCTPOWCTBO A0/MKHO paboTaTb B yCNOBMAX NOGLIX MOMeEX, BKIOYasA Te
KOTOpble MOFYT Bbi3biBaTb c60M B paboTe.

peE
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YCnoBHble 3HaKu

(nepytowme ycnoBHble 3HaKW MOTYT MPUC YT<TBOBaTb HA KOMMOHEHTax
o6opypgosaHus ilero Element bD, a Takke w» N0nb30BaThCSA H HaCKOALWEM
[OKYMeHTe W Npynii foKyMeHTauuu, Karatwouwelica Hero Element SD

Korga ataT y NMOHHbIA 3HaK yKa3aH Ha ycrpoiic M3e, pc'’Kr3MeHayeTe st
nNpaTUTbIi <HACTOALWEMY [OKYMEHTY fiNis NONYyYEeHUs BeAeHUn O
npaBubHOM UCMO/b30BaHNK YCTPOCTBA

Pa6ouasn yacTb TMNa BF. J1l060/ KOMMOHEHT, HA KOTOPOM HaHeceH
3TOT YC/IOBHbIVi 3HAK, OCHALLEH 3alMTON NayueHTa oT MopaxeHus
3anekTpuyeckum Tokom Tuna fiF

OTX0fibl 3NeKTPUYECKOTO MU 3NEKTPOHHOT0 060pyA0BaHUS
Heobxo4MMo cobupaTh 1 YT 31poBa’Nb OTAE/NbHO OT NPOYEro Mycopa

MLot

BHMWMaHMe 3TOT YCNOBHbI 3HaK UCMONb3yeTcs, 4To6bl NOAYEPKHYTh
TOT (haKT, YTO eCTb Onpe/esieHHble NPefyNpPeXxXAeHUs N Mepbl
npeAoCTOPOXHOCTU, CBA3aHHbIe C yCTPOicTBOM. Korga aToT
YCNOBHbIM 3HaK yKa3aH Ha ycTpolicTBe, 0683aTeNlbHO oopaTuUTech K
cBefleHNsAM 0 6€30MacHOCTH B HACTOSILLEM [JOKYMEHTe.

[JeTanu nnav NpuHaanexHocT, MapKnupoBaHHbIE 3TUM YC0BHbIM %
3HAKOM, He Mmog/iexxaT MOBTOPHOMY UCNOb30BaHMIO

MPEAOCTEPEXXEHWE: cornacHo ®egepanbHomy 3akoHy CLUA f
TONBKO SINLEH3UPOBAHHBIV CTOMATOMOT, OPTOAOHT MU NHOA
cneumanncT B 0671acTU CTOMATONIOTUN MOXET KyNUTb 1N

«ToNbKO No
HasHa4YeHuw

Bpada» 3aKasaTb 3TO YCTPOWCTBO. [aHHas cUCTEMA ABNAETCA U3AENEM T
MeAMLMHCKOr0 Ha3HauYeHNs 1 AO/KHA NCMOb30BATLCA TOMLKO
KBANMMNLMPOBAHHBIMU MEAULIMHCKMUMIA CieumanncTamm

NPOM3BOAUTENL MEANLMHCKIX YCTPONCTE
1
fll
| Homep 3akasa.

SN CepwiiHblii HOMep.

0603HAYAET YNONHOMOYEHHOTO NPeACTaBUTENS B
EBponeiickom Cotose. &

IFC 6041 7-605 nepeMeHHbI TOK.
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O603HavaeT .MeMLMHCKOe YCTPOIAC TBO, KOTOpOe
HEN'MMANMN 3alWmninib Ur sniln

O6o3HayaeT 6e30nacHblil fuanasoH TemnepaTtyp,
ycTaHOHNEeHHbIV AJIs faHHoro MegmuuuHCcKo yupoiicrea.

O603HayaeT He06X0AMMOCTbL 03HAKOM/IEHNA Tanb3oBaTens c
WHCTPYKLMAMMN NO UCNO/b30BaHMNIO

Koa napTuu npomssogutens

0603HavaeT Ananas3oH 6e30MacHbIX 3HAYEHUN aTMOCHEPTr30ro
[aBNeHuns, yCTaHOBNEHHbIN 415 AaHHOTO MEeANLUHCKOTO
ycTpoiicTBa

0O603HavaeT AranasoH 6e30MacHbIX 3Ha4YEHUN YPOBHS BNI2XKHOCTMK,
yCTaHoaTeMHbITS AN151 ;aHHOTO MeJULMHCKOT O YCTPOiicTBA.

Xpynkoe! O6palyaTbCs C OCTOPOXHOCTbIO.

3Ta CTOpPOHA A0/KHA CMOTPETL BBEPX

IEC 60417-5031: NOCTOSAHHbIW TOK.

30H[ (CKaHupytoLlee yCTPOKCTBO).

USB-pa3bem

3NeKTPUYECKNl 3NEMEHT NUTaHUSA.

RoOHS (Kutaif).

IEC 60417-5009; PEXXUM OXXNOAHWNA



VIHCTPYKL MK MO TEXHUKE 6e30MacHOCTU

Mpexae 4em NPUCTYNUTb K paboTe C CUCTEMOI, BCe NO/b30BATENN AO/IKHbI
03HAKOMMU bCY C AaHHbIMU WH! PYKUMAMU HO le<HUKe GH3nmnacHa N u

bnok nutaHmnsa
* [uTaHue 'tofaeTca B CUCTEMY Hepe3 BHYTPEHHUA 6ANK ruTaHn.T
MeaANLUUHCKOro 13 3Ha4eHnsa.

MutaHue oT 6aTapeun
. 3apﬂ,qKa — 3/IEMEHT NUT3IHNA 6y,qu NOMKC b0 3a0AXeH nocne
NOAKNKYEHUA K UCTOYHUKY NUTaHNA B Te4YeHue 2 4yacos.

e C NOMIHOCTbIO 3aPSHKEHHbIM 3/IEMEHTOM MUTaHWNA CKaHep
iTero Element 50 moxeT pa6oTaTtb 40 50 MUHYT 6€3 NOAKNOUEHNSA K
MCTOYHMKY NUTaHUA

MpegynpexaeHne 06 onacHOCTU 31€KTPUYECKOTo TOKa

« OnacHOCTb NopaxXeHus 3feKTpnyecknum Tokom! Tonbko
yMnosiHOMOYeHHble cneun.Tanc ol Align TeThroloqy mMoryT cHuMaTb
BHELHWe NaHenu 1 KpbllWKW BHYTpU ycTpoiicTBa HeT AgeTanei.
nocnyxusaemslK [l0onb3oBalenem

* Bo M30exaHue pucka nopaxeHus 3feKTpUYeckum TOKOM, YCTPONCTBO
iTero Element 5D f0/MKHO GbITb NOAKMKOUYEHO TO/IbLKO K NUTAOLLEN ceTn ¢
3aWMUTHBLIM 3a3eMIeHNEM.

 Tonbko ofo6peHHas komnaHueid Align Technology Be6-kamepa nnm
[lOK-Kamepa MOXeT 6biTb NoaknoyYeHa Kk USB-pazbemy Ha 3aaHeli naHenmn
cucTemsl.

becnposogHas cetb
Cuctema ocHaleHa ONOKOM MECUPOHOLHON NOKATTLHOI CeTu.

Knaccntumkauyma 6esonacHoctun
* Tun .3awnTbl OT nopaxeHna 3aNeKTpu4YeckKnm TOKOM: Knacc 1

* CreneHb 3alMTbl OT MOPaXEHUSA INEKTPUYECKMM TOKOM: Tun BF.
* CTeneHb 3aluTbl OT BPeAHOro nonagaHns BoAbl, 06bIYHAs.

e O6opyfoBaHue He NOAXOAWT ANS UCMONb30BAHUS B6AU3U
BUCTLIAMEHSIOLWUXCS CMeCeil.

* Pexum paboTbl: HENPEPbIBHbINA.

N3penve MeAMLMHCKOTO Ha3HaAYeHUs

« [laHHas cucTema siBASieTCA U3AenneM MEAULNHCKOrO HasHauyeHns
1 [LO/KHA UCMOMb30BaTbCS TONbKO KBANNULMPOBAHHbLIMK
MeAULMHCKUMU CreynannctTamu.

MpepynpeXXaeHNa B OTHOLWEHUN CKaHepa

* CkaHep ABnseTcA UCTOYHMKOM KpPacHOro nasepHoro ceeta (680 HM
KTTacca 11 a Takxe 61070 CBeTOAWOAHOTO U3/yYeHUs U CBETOAUOAHOTO
VN3NYYEHNSA C ANNHOI BONHLI 850 HM. O6bIYHOE NCMONb30BaHUE CKaHepa
He npegl (TaBNsieT 0NACHOCTYW A4/t YeloBevecKoro rnasa. OgHako Bpauu
He AO/MKHbI 4oNycKaTb MonajaHus na3epHoro flyya ckaHepa B rnasa
nauvenTa.

* He gonyckaeTcs CKpy4YmBaTb UK 3aBA3biBaTb Kabenb, TAHYTb 3a HEF0O ”
MacTyTTaTb Ha Hel

* Korpa cuctema He UCNOMb3yeTCs, CKAHUPYIOLLee YCTPONCTBO AO/MKHO
6bITb NOMeLEeHO Ha NOACTaBKY 30HAOM B CTOPOHY CTOVNKMN TeNexkn
M 3a/iHeil CTOPOHbI CEHCOPHOTO 3KpaHa, YTo6bl UCKN0UYNTL NpsMoe
TTC3rafjanvie 1a3epPHOro Siyya Unn 6enoT 0 MUratLLero CBeToANOAHO0
U3MyYeHUs 1 CBETOAMOAHOTO U3nyyeHus 850 HM B rnasa.
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e HaunHaTb ckaHMpoBaHMWe creayeT TOMbKO KOrja 30H[ cKkaHepa
HaxXoAMTCS BHYTPU POTOBOW NOMOCTYW mauuc'uta

Bpauam He cnegyeT nomelarb CKaHep «a noAc'oBKY BO BpeMs
onepauun ckaHMpoBaHus

e 8 c/lyyae HeMCNpaBHXTW CKaHepa NpekpaTuTe CKaHpoBaHue 1 06paTuTech
B CNY)K6Y NOAAEPXKKN.

Ouunctka u ges3nHpekumns

e BoO u3bexaHve NepeKkpecTHOro 3apaxeHns, He06XoANMO 3aMeHATb
0fHOpPa30BY NNACTUKOBYIO HacaAky U Ae3nHhuunposatb
CKaHupyloljee ycTpOCTBO NOC/e KaX/j0'o nayneHTa

* Bo u3bexaHue NepekpecTHOro 3arpsa3HeHns, Heo6XoaMMO MEHATL
nepyaTkn nocne Kaxaoro nayneHta

* Bo n3bexaHue NepekpecTHOro 3arpsisHeHus, BolbpacoiBaiTe nepuaTku,
€C/IN OHW NOPBaNU.b, 3aArPA3HUANCL UK BbISIN CHATLI MO KaKoii-InM60
npuymnHe.

e YTuUnusupyiite Hacafiku ckaHepa B COOTBETCTBMM CO CTaHAAPTHLIMU
pa6oyumu npoueAypamMn UM MECTHLIMW NpaBunamu yTunansauum
MeANLMHCKUX OTXOA0B, 3aTPSA3HEHHbIXGMOMO! NYECKUMUN BblAeNeHNMN.

PacnakoBka u yctaHOBKa
* CucTtemy cnegyeT pacnakoBaTb W YrTaHOBW-b B COOTBETCTBUU C
MHCTPYKLuMsaMu komnaHuu Align Technology

Ycnosus akcnnyarayuu
* Bo mnsbexaHue noBpexaeHwuid, cuctemy cnegyet nepemeliatb U3 04HOTO
noMeLeHns B APY0e C MaKCUManbHOW OCTOPOXHOCTBIO.

* He 3akpbiBaiiTe BEHTUNALWOHHbIE OTBEPCTUA HA CKAHUPYIOLEM
ycTpolicTee 1 6a30BOM GrioKe

« TMPEAYNPEXAEHWE! Cuctema npefHasHayeHa UCKNIOUYUTENbHO
MCNOMb30BaHUA BHYTPU NnMelleHnii OHa He JoMXHa nojBeprarbes
BO3/1e/iCTBMIO NPAMbIX COTHEUHbIX JlyYeil, Ype3MeoHOro Tenna unu
BNI@XHOCTU

JNeKTpoMarHuTHble NoMexu

 TMPEAYNPEXAEHWE. laHHOE yCcTPOKCTBO 6bIS1I0 UCMBLITAHO U NPU3HAHO
COOTBETCTBYIOLW UM TPe6OBAHUAM K MEAULMHCKUM YCTploiicTBam B
COOTBETCTBUM cO cTaHgapTom IEC60601-1-2. 3TOT cTaHAapT pa3paboTaH
Ans o6ecnevyeHns OCTATOUHOW YPOBHS 3allyTbl OT BPEHbIX NOMeX B
06bIYHOM MeAULMHCKOM yupexaeHnn OfHaKo U3-3a pacnpocTpaHeHus
paAnoyvacToTHOrO Nepepatoliero 060pyA0BaHNa U APYT UX UCTOYHWKOB
371eKTPNYECKNX NOMeX B MEAULNHCKUX 3aBefleHusix (HanpuMmep, COTOBbIX
TeneoHOB, MOGUBLHBIX PaLuii, 3NeKTPONPMGOPOB) BO3MOXHbLI Nepe6oun
B pa6oTe AaHHOT0 yCTPO/CTBA B CBA3M C BbICOKUM YPOBHEM TaKuX nMomex
3acyeT 6/1M30CTU UM MOLLHOCTM UCTOYHMKA 3nekTpocTaTuyeckue
paspsAfbl MOTYT Bbi3blBaTb MOMeXW BO BPeEMA CKaHMpoBaHWA 3 ciyvae
nomex s BUAe 3/eKrporraTnyecknx paspsjos cuctema npekpatut
cKaHupoBaHue 'nepefadvy n3obpaxeHus B sugonckartene. Ecnu
BO BPeMs CKaHWPOBaHUA NPOUCXOAUT C60U, NONb30BATENIO MOXET
noTpe6oBaTbCsA HaxaTb KHOMKY CKAHMPOBAHUS C MOMOLL b0 30HAA,
uTO6bl BO306HOBUTH CKAHMPOBaHWe Buaouckatenb Bcerja sanyckaercs
3aHOBO aBTOMaTM4eCcku

O6wune ceefeHuns
 MPEAYNPEXAEHWE. He fonyckaelca BHe«.eHNe N3MEHEHU B
KOHCTPYKLUIO 060pysoBaHNA

* MPEAYNPEXAEHWE. CeHCOpHbI 3KpaH BCerfa f0o/MKeH HaxoanTbea Ha
nofctaBke BO Bpems paboThbl



CopfepxaHue

CumMBO/IbI
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nasa 1.
BBegeHue

06 3TOM JOKYMEHTe

(.McieMd lleru fcl”?menl SO nuctaBnse”cs B Kayec!ye aansieMTCBaHHO
paboueli cTaHUuUM Ha 6a3e NepcoHaNbHOrO KOMMbloTepa A5 BbIMOMHEHNY
HHYTPUPO'3BOr0 CKAHNPOBaHNA B CTOMATONOTMYeCcKoM KabuHete. 3
HacToALEM JOKYMEHTE OMUCbIBAETCS, Kak BKIOYATb W BbIK/OYATb CUCTEMY,
Kak npaBuibHO 06paoaTtbiBaTh CKaHMpylolLee yCTPONCTBO 30HA U Kabesnb, a
TakXe Kak o4mllaTh CKaHUpyloliee yCTPONCTBO U 3aMeHATb Hacaaku

nocne Kaxpaoro nauueHTa.

lNpepgnonaraemoe ncnosnb3oBaHne /npe,qHa3HaL|eHV|e

ifero tiernent bD npepgcTaBnseT co60i BHYTPUPOTOBOI CKaHep ¢
yKa3aHHbIMN HuKe (DYHKLUAMU 1 BapuaHTaMu UCMNONb30BaHUSA.

| dyHKLUMA nonyvyeHns ontuyecknx cnenkos 1CAD/CAM) npeagHa3HayeHa
ANSA 3anucK TonoT padnyeckny n3obpaxkeHunii 3y6oB v TkaHei
nosnoctu pra. laHHble, MosyyYeHHble OT iTero, MOryT UCNO/b30BaTbCS
[TTH 131 OTUBITEHNS LOMATONUT UYECKUK U3LETTUIA (Hanoumep.
BblpaBHMBaTenel, 6pekeTos, annapaTtoB U T 4 TU NPUHAANEXHOCTEN.

MporpammHoe o6ecneyeHune Jero Element 51) ucnonb3yercs Bmecte
CO CKaHeoOM iTero AN nonyvyeHns LnopoBbix 30-1306paXKCHUIA
3y60B, BHYTPMPOTOBbIX MATKWX TKaHel 1 KapTWHbI NpuKyca
Mporp.3.MMHOe ob6ecneyeHune iTero BbINONHAET 06paboTKy AaHHbIX,
OCYLLEeCTBNAA UHTErPaLMIO faHHbIX U UX 3KCNOPT ANS U3rOTOBNEHNS
cTtomaTtonornyeckux pecraspauntn CAD/CAM, opTOAOHTUYHECKUX
yCTPOICTB, 36aTMEHTOB 1 NPUHaANeXHocTe (1obIMMO AaHHbIX
CKAHMPOBaHWSA, BO3MOXEH MMNOPT 'akCMOPT PasINYHbIX AaHHbIX O
nayveH! ax v KMMHUYECKUX COCTOSHUSIX WU UCNOMb30BaHUe UX ATTs
mMogenupoBaHua VimeroTcs Apyrue dyHKUUW, NpeAHa3HaYeHHble
N9 NPOBEPKN U 06CNYXMNBAHUA CUCTEMbI, a TaKXKe ANs ynpaBneHus
3akKasamu

3. ®yHkuma NIRI ycTpoiicTBa Element 5D saBnsieTca guarHocTU4eckum
CPEeACTBOM ONSA BbIABNEHUA MEX3YGHbIX KApMO3HbIX NOPaXKeHUii Hap,
[leCHOI 1 ANa 0TCNeXUBaHNS Pa3BUTUS TakX MOPaKeHWA.

Mpenmyuiecta cuctemsl iTero Element 5D

Cuctema iTero Element 5D ob6nagaeT BaXHbIMU NMpenmMyLLecTBamm no
CpPaBHEHWIO C CyLeCTBYIOLW MMM METOaMN N3roTOBMNEHUS KOPOHOK, BKOYas
CKaHupoBaHue 6e3 MopoLLKa, 60/1ee BbICOKYI0 TOUYHOCTb U3rOTOBNEHUS
KOPOHKM 1 MTHOBEHHY0 06paTHYI CBA3b BO BpeMsi npolecca
CKaHWpOBaHUs

MoceTute Haw Be6-caiiT http.7 www.itero.com 4T06bI y3HaTb, Kak iTero
Service MOXeT ycoBepLeHCTBOBaTh Ball 6M3HeC, NoBbIWas yPOBEHb
Y/0B/ETBOPEHHOCTW N<3LWEHTOB, yNyyllas KAMHU4eckne pesynbTatbl 1
yBennumeasa ahdeKTMBHOCTb paboThl oduca
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Monb3oBaTenbckuii nHTepgelic Hero Element 5D

VIHTYMTUBHO MOHHTHbIX NONbL30BATENLCKAN UHTepPelic B cucteme

1fe'n EleiTienl 5D HATHOABET HLIMUAHATL LN PUKME CKAHUPOHAHMELSM
OpTONEeAUYECKOro U OprofonTUYECKOro UCMNONb30BaHNs, 3U3yasbHbIC
M TEKCTOBbIE M0/, Ka TKM MOMOTalT Bpayy BbINOIHATL CKAHNOOBaHNME.
CeHCOpHbI akpam v KHOMKW Touaa ncnusabTyolcu Ansa peaTuponanus Ha
WHI 'pyKL MM H3 3KpaHe BO BpeMs CKaHWpOBaHUA

MpU HAXaTNU Ha BONPOCUTENbHbIN 3HaK NOSIBNSIETCA NPO3paYHblii
3KpaH CrnpaBKW I KPaTKWMK NONeaHbIMK CBefeHnaMn Ob6patute

BHMUMaHWe, 4TO B 3TOM peXxnme npocmMmoTpa BMeCcTo CUMMBO/1a Bonpoca

nosBAsieKa n3o6paxeHue rapHUTypbl Haxmute B nto6om mec le.
4TO6bl 3aKPbITh 3KPAH CNPaBKN 1 3epPHYTbLCS K TEKYLLEMY 3KpaHy

HaxmuTe, 4ToGbI HacTponTL [lBaX bl HAKMUTE, YTOGbI CBA3ATHCS C
CBOM NpeanoyTeHNA COTPYAHUKOM CNyX6bl NOAAEPXKKM ANS
Naxmule, yo6bl 3abnokmposBaTb pabounii cton N YAaneHHoro yctpaHeHus Henonagok

(cHayana NO3BOHUTE B CNYXOY NOAAEPXKKMN)

Ha)xmuTe, 4-'06bl BOWTK B YUE6HbIi | ;

LLeHTp UNKN HavaTb oGyyeHue

HaxmuTe, 4TO6bl MPOCMOTPETH YPOBEHL
3apsafa afeMeHTa nuTaHns. [

iTero O/MtH

b

Scan

*HaxmuTe, 4TO6bI Taberrn HoByio
KapTouKy*

LU
Orders

HaxxMmuTte, 4To6bI
npoBepuThL cTaTyC
BallMX 3aKa3oB
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K«
Patients

(HaxmuTe, 4To6bI NOOCMNTPETH
OCyLeCTBUTL NOMCK /10 CIINCKY
nayueHToB)

Q

Messages

Haxxmute B nto60om mecte HaxmuTe, 4TO6bI NPOCMOTPETH

3KpaHa, 4ToObl 3aKpbITh yBeOMNEeHUA, 0GHOBNEHUA 1 ipyTue
3TOT 3KpaH cnpasku coobuieHus ot Align lechnology



["naBa 2.

OCHOBHble PYHKLUN 06OpPYA0BaAHUS

®YHKUMM 060PYAOBaHUS Ha PEryIMPYEMOIl CTOMKE Ha KOMecax: BUZ CUCTEMbI CMEPEsM

CeHCOpHbIA 3KpaH

Bbikntoyatenb nutaHmsa

CKaHupylouee yCTPOCTBO NOHA)

CkaHupytoliee ycTpoiicTBo
,noAcTaBka)

MopacTaBka Ha kKonecax
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®YHKLMM 060pya0BaHNS Ha PErYNNPYEMOi CTOMKe Ha Konecax: BUf CUCTEMbI C3af4
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CkaHupytollee YCTPOCTBO (30HA)

launap

pasbemom U5SB
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[nasa 3.

PYKOBOZICTBO MO COOPKE e

nepemeHHo'0 Toka
drtan 1.C6opka

[na c6opkn CKdHepd ITero Element bD

cnefynte nNpuMBefeHHbIM HUXKE NHCTPYKLUUAM. KHONKa NUTaHus

CTouka Ha Konecax

D, 77
30HA Cc kabenem €

|
MciAclaBka 3c)Haa

CeHcopHblli HO-3kpaun . R |
“ JV Y
ft

BHeLWHWA 3nemMeHT
nuTaHus

Kabenb 30Hga

MpoBepbTe COAEPKUMOE KOPOBKH

3aTsHNUTE 4Ba BUHTA C MOMOLLbI0 60/IbWOTO KAloYa  CHUMUTE KPbIWKY C 3a4HEA CTOPOHbI pyukn

YaepxuBaiite NogcTaBKy 3aTsiHUTe BUHT MOACTaBKM 30HAA C 3afHei
CTOPOHbI, UCMO/b3Ys KNOY MEHbLIEro pasmMepa
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3iemeHl MUI<>Hua L enyok Mutaxue
NOCTOSIHHOTO
ToKa

3yH[, [ns yc'aHOBKMK
(CKNHMpyUnLee yCTPOicTBO) TpebyeTca 2 Yenoseka

CoefunHute CTOIZKy C KO/TeCHbIM OCHOBaHuem

MpukpenuTe NOACTaBKY 30HAA K NepefHeit yacTn
CTOMKM Ha Konecax

8
YCTaHOBMTE KPbILWKY HA MECTO 3a PYYKOM



10. 1.
CH/MNTE MarHUTHYIO KPbILWKY C 3a,qH9171 HacTtun CHUMMUTE KObILWKY OTCEKA 3/IEMEHTOB NUTAHUA BcTtaBbTe 3fleMEHT NUTaHUA B OTCEK ANA
3NEeMEeHTOB NNTaHUA N 3aTAHUTE BUHTHI C

pambl CTOMKM Ha Kofiecax
pudieHo ronoskoii

1?. 13. 14.

MoaHumMnTe HD-3KpaH, 4T06bl 3aKpennTb ero MoBepHUTE CKaHep 1 3aTAHNTE BUHT C pudieHoi MojcoefnHNTe WHYP NUTaHUS K pasbemy C
ronoBKOW, 4To6bl 3adnkcnposats HD-akpaH MapknpoBkoii DC (MOCTOSHHbIN TOK'

15 16. 17

LHyp nuTaHna BcTasreH MpuKpenuTe MarHUTHYIO 3aJHI00 KPbILLKY MomecTuTe 30H/ Ha NOACTaBKY
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19. 20
B HUXKHEM YacTu CTOMKM Ha Konecax NofKaounTe u

MoacoeamHnTe Kabenb 30HA4A Ha 3agHel naHenn MopcoegnHn’' e |gMyp NUTAHWUSA B HUXHER Hartu
HD-akpaHa CTOUKM Ha Konecax 3aKpenuTe WHYP C MOMOLLbI0 3aXuma
21. 22. 23.
YctaHosuTe Be6-kamepy Ha HD-akpaH ans Mogkntounte Be6-kamepy K USB-NopTy B HUXKHeN

MoAKN0UMTE WHYP NUTAHMUS
AUCTAHLMOHHOTO 06YUYEeHNs WU CEAHCOB CBSA3M uacT HD-3kpaHa

€O CNy>X60W nofaepxKn

24.
HaxXMuTe KHOMKY, YTO6bl BK/TIOUNTL CKaHEp
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Co6opka HacTonbHol yactu iTero Element 5D

[na c6opkun ckaHepa iTero Element 5D
1 neayile NpUHEAEHHLIM HUXE NHBIPYKLUAM

BcTaBbTe ClOViKY B pamky. 3aTsAHUTE CIO iKY C MOMOLLbI0 TOPLEBOTO Kloua CHUMUTE KPbILIKY

YCTaHOBUTE HOBYIO KPbILLKY MogHu.MnTe HD-akpaH. YTo6bl 3aKpenuTb ero MoBepHNTE CKaHep W 3aTAHUTE BUHT C pudieHoit
ronoBKOW, 4To6bl 3athmkcmpoBaTh HD-akpaH

YCTaHOBUTE KPbILIKY MOACOeANHNUTE WHYP MUTAHNA K Pa3beMy C MopcoeanHnTe Kabenb 30HA4A Ha 3afHeli naHenun

MapKupoBKoi OC (MOCTOSHHbII TOK) HD-3kpaHa
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10. 12.

MogknounTe WHYP NUTaHna YctaHoBuTe Be6-kamepy Ha HD-akpaH ana Mogknounte Be6-kamepy K USB-NopTy 3 HMXKHEN
OVNCTAHLMOHHOTO 06YYEHNSA UM CeaHCoB CBSA3M CO yact HD akpaHa
cny60ii noafepXKN
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Jtan 2. HacTpoiika

\nlek;l)Te

»« Be.-.r._ra B<—--——-

Bbi6epuTe ATbIK M HAXXMUTE KHOMKY HacTpouTb», YTo6bl aanycTuTb MacTep
HacTpoiiku

mTero

System is Ready

CnepyiiTe MHCTPYKLMAM MacTepa HacTPOIKM Ha akpaHe, YToGbl 3aBEPLINTL
HacTpoliky iTero Element SD.
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nasa 4.

WHCTpyKLMA no
gkcnayatayum

PekomeHpayeTca flepxa'b cucTemy B pa6oyem COCTOAHNM B pabouee Bpewms,
4TO6bLI 06EecneyYnTb Nepeaady aiinos Mexay kabuHeToMm ctomaronora,
napTHepckumu naéopatopmamu ctomatonora u LleHtpom Align Technology
B (DOHOBOM pexume PekoMmeHAyeTcsi 3aBepwnTb paGoTy CUCTEMbI B KOHLE
[HS V1 BKNIIOUYUTb €€ YTPOM.

3aBeplleHne pa6oTbl B KOHLE AHA

1 3akpoiiTe Bce (haiinbl N NPUNOXKEHNS.

2 HaxmuTe n oTnycTuTe BblK/IOYaTE/Nb NMUTAHUSA B HUXHeR yactn 3KpaHa,
4YTO6bI BbIKNHOUNTL cuctemy.

NMepemMelieHne cMCTeMbl B MOMELLEHUN

Ona o6ecneyeHns MakcMmanbHo 6€30NaCHOCTM CUCTEMY JOJIKHbI
nepemewaTth ABa YenoBeka. Co6ntogaiiTe NpuBeAEHHbIE HIKE UHCTPYKLUN
Nno nepeMeLLeHunt0 CUCTEMbI.

1 Y6efuTech, YTO CKAHMPYIOLLEE YCTPOWCTBO (30HA) MIOTHO
3aKpenaeHo Ha NoACTaBKe.

2. OTK/IYNTE CUCTEMY OT 3/IEKTPOCETH.
3. AKKypaTHO nepeMecTuTe cucTeMmy, 3afeiicTBYs iBYX Ye/loBeK.

4. YcTaHOBUTE CUCTEMY B HOBOE MECTO M NMOAKIOUNTE €€ K 3N1eKTPOCeTH.
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nasa 5.

WHCTPYKLUN no
06paboTKe, OYUCTKE U
Ne3sUH(peKUuUn ckaHepa

O6palieHne cO CKaHUPYHLWUM YCTPOUCTBOM (30HAOM)

B CKaHMUPYIOLWEM YCTPONC*BE HAXOAATCA XPYMNKUE KOMMOHEHTbI, MO NOMY C
HUM crefyeT o6paLlaTbCs C OCTOPOXHOC'bIO.

O6pauweHune ¢ kKabenem CKaHMpytOLWero ycTpoicraea
fm Bo n3bexaHne BO3MOXHOIO NOBPeXaeHNUs C kabenem ckaHepa cneayeT
cT6paLaTbCa 0C OPOXHO.

e Mexay npuemamu nayveHToB peKoMeHAyeTcs pacnyTaTb kabenb

cKaHepa, YTo6bl He ONYCTUTb €ro N36bITOYHOTO HaTSKEeHUA.

CkaHupylouee ycTpoiCTBO HEO6XO0A4MMO Haj/exalum 06pa3om ounLaTb
M Le3MH(ULMPOBaTh Nepes NepBbiM UCMOIb30BAHUEM U NEpPes KaxabiM
nocneayowmnm Cnonb30BaHNEM, a *aKxKe He no3gHee, Yem yepes 30 MUHYT
nocne nNocnegHero cCKaHMpPoBaHms.

OumncTka M ge3nH(peKUna CKaHNpyr LW ero yctponciea

MopAAOK 0YNCTKN 1 Ae3NH(EKLUN CKaHUPYIOLWEro ycTpoT/MCTBI (30HAA)

e CmouunTe candeTky n3 6e3BOPCOBOI TKaHW B TOTOBOM K UCMONb30BaHUIO
cpeacTBe CaviCide t n oTOXMUTE, 4TOGbI TKaHb CTana Cnerka BAaXKT30MN

e TwarenbHO NPOTPUTE 30HA, YTOBbI YAANNTb BUAUMbIH 3arpsisHEHUS.

e Heo6X0AMMO OCMOTPETbL BCE YCTPOWCTBO, YTOOLI y6eAUTHCA, YTO HA HEM
He 0CTanoCb 3arpsi3HEHN, Npexae YeM nepeiTn K cnefytolemy Lary.

* CmouuTe ewe aBe candeTkn 13 6e3BopcoBoii TkaHu B cpeacTBe CaviCide
] v oToXMUTE, 4TOGbI TKaHb CTana C/erka BnaxHoii. 3atem TuwaTeslbHO
npoTpuTe ycTpoiicTBO, y6eAMBLINCL, YTO BCE SIOAEPXHOC T, Kpas 1
npopesun o6paboTaHbl. O6paboTKa 3aliMeT He MEHEE 2 MUHYT,

* 3arem cmMouunTe candeTku U3 6e3BOPCOBON TKaHW UCTUNNNPOBAHHON
BOAO U NPOTPUTE BCe MOBEPXHOCTU B TeyeHue )5 30 cekyHa.

* 3aTem BbITPUTE BCE MOBEPXHOCTU HACYXO C MOMOLYbIO CYyXUX CandeTok n3
6e3BOPCOBOIi TKaHW.

TexHnyeckoe OGCI'Iy)KI/IBaHVIe N pPEMOHT

Kamepa He TpebyeT TEXHUYECKOro 06C/yXMBaHNS.
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[naBa 6.

CMeHa HacajJoK nocne
KaXporo naluuneHta

Hacagkg ITero Element 5D npegHa3HauveHa gna npvema of4HO"0 nauueHTa un
[O/DKHA 3aMEHATLCA NOCMe KaXA0ro nauneHTa ¢ Lenbio npejoTBpalyeHns
NepeKpPecTHOro 3arpA3HeHuns.

JINH 3aMeHbl HacajKu BbINMOHUTE YKa3aHHble HUXe nencTeus

MpegynpexaeHne yTUAM3UpyiTe Hacafku ckaHepa B couieeicienH
CO CTaHAAPTHLIMM PaGouynMmn NpoLesypamMm U MecTHbIMM
npasunamy yTunmsauum MeanLMHCKNX 0TX040B, 3arpsi3HEHHbIX
61OMOTMYECKUMU BbILENEHUSAMY

3aMeHa O4HOPAa30BbIX Hacagok

War 1 War2
Mpn CHUMaHUN NNK HafeBaHWUK HACaAKU ilepXUTe ee 3a CepefnHy Cnerka HagaBuTe Ha 06e CTOPOHblI 0HOPA30BOii Hacaaku, MeaeHHo
V3BNEKNTE €€ U3 CKAHUPYIOLLEero ycTpoiicTBa U BbIGPOCHTE.

War 3 NPEAYMPEXAEHUWE: onTuyeckas NOBEPXHOCTb!
AKKypaTHO Ha/|BUHbTE HOBYIO HAacafKy Ha cKaHupylollee yCTPORCTBO A0 HE npukacaiiTecb K ONTUYECKON NOBEPXHOCTU TMPUKOCHOBEHUE MOXET
Lenyka. NPMBECTM K NOBPEXAeHN0 Ecim Heo6XxoaMMa YncTKa, UCNoNb3yiiTe

caneTKn 1 aHTUCTATUUECKYIO TKaHb, HAXOAALLMECS BHYTPU KOPO6KM C
Hacagkamu. 4ns NonyyYeHns CBeAEHU 0 NPaBWIbLHOM UCMNONb30BaHNMN CM.
yKasaHus, Haxofswmecs B KOpo6Ke 415 HacafoK.
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Hacagku Ans ckaHepa

EcTb ABa ' una Hacafok, noegmalmMavyeMmbl« A4S UCNONbIOBAMUS CO
LkaHu|Jytowpm™ n y el poid\. ihum i «<MHAOM);

OpaHopasoBas Hacagka 3awutHan Hacagka

fienas Hac anka /19 CKAHUPMMIHUA NauUeHTa ABrseTrs 04HOPalB.TH. CUHSAS 3aWMTHAs HacadKa 3aWmiaeT OnTUYECKYH NoSePKHOCTb SIMH3, Korga
CKaHupylolee yCTPOMCTBO He NCMOMb3yeTcsi. XpaHUTe CUHIO Hacagky B

HafeXXHOM MecTe, 4TOObl He NOTePATb U He MOBPeaUTL ee

Bo n36exkaHme NepekpPecTHOro 3apaXeHns, 3ameHsiiTe 6eyl0 HacagkKy

nocne Kaxgoro raumeHsl YcuansnpyiTe 6eyro Hacagky nekne Kaxaoro
nayueHTa.

iTero
Hement

YnakoBo4yHas kopob6ka Ans HacafoOkK CKaHepa
Hacafkn ckaHepa MOXHO 3aka3aTb OHNaliH 3 Kopo6kay no 2S WTyk B
maTasunHe TTero

WWW store.itero com
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nasa 7.

MpuHagnexHOCTM(ONUMOHANBHO)

HactonbHas yacTtb U noacrTaBka

Bug c3agn Bupg cnepean

ApTukynatop

ApPTUKYNATOP NpejHa3HayeH AN UCNONb30BAHNA B KayecTBe
MEXaHUYEeCKOro ycTPOCTBa, UMUTUPYIOLWErO ABUXEHNSA BepPXHel 1
HWKHen YenocTu nauneHra. MMncosble cnenku 3y60B U JeceH nayueHTa
nomewyarTCs B yCTPOUCTBO 4151 BOCNPON3BEAEHUS OKKNO3MKN (NpUKyca)
M apTUKYNALUKM yentocTeld naymeHTa. ApTUKYNATOp NpejHasHayeH ans
YyCTAHOBKM Ha 3y6Hble NpoTe3bl UIN AN OPTOAOHTUYECKOTO NIeYeHus.
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naea 7.

PYKOBOACTBO MO
MCNONb30BAHUI
NOKANbHOW CETU KNUHUKMK

BsepeHune
CkaHep iTeto Element 50 ucnonoayet nogkntoyeHune K UHTepHeTy no Wi-Fi

YTOGbl OTNPAB/IHL b CKaHbI bl061aKO Tero u nonyyatb WX U3 HEro

PekomeHfyeTCcA MCNONb30BaTh CaMylo COBPeMeHHY 6ecnpoBOHYI0
TeXHONorn Huxke nprBefeHbl Nose3Hble COBETbI N0 HAcTpoiike
BbICOKOCKOPOCTHOrO nogkntoyeHns no Wi-Fi.

YpOBHU NogknoyeHns K MHTepHeTy no Wi-Fi

o Xopowwnii
OTANYHBIN
-5046M OT-50 g0 -60 A6.M
Coepamunii Cnabblii
OT-6040 */086M <-70 gbm

8AXHO[ YT0o6bl 4O06MTbCS MAaKCUMaNbHOW NPOU3BOAUTENLHOCTH
ckaHepa iTero Element 5D, ybeautech, 4To ypoBeHb curHana Wi-Fi
*OTANYHBIA» UK, No KpaiiHeil mepe, "Xopowwuii .

MNPEAYMNPEXAEHUE. Mpn ckaHMpoBaHWy NauneHTa He Nofkoyainte
kabenb nokanbHON ceTn K iTero Element 5D 370 3anpeleHo no
coobpaxkeHnAM 6e30MacHoOCTU.

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



NoarotoBka

® B uenax 6esonacHocTy B MogeMe/MapLIpyTH 3aTOpe HY>XXHO BblGpaTh TUn
3awmnTtel WPA? 1 ycTaHOBUTbL Naposib

 Heobxoaumo, 4To6bl Bawwn UT cneumnanncTbl 6111 Ha paboyem MecTe BO
BpeMs YCTAHOBKM CKaHepa

e bygbTe roToBbl BBECTU yUeTHble flaHHble ceTu Wi-F( noruH n naponb

* Ha 3Hauke, xapakTepusyliem ypoBeHb curHana Wi-Fi gns cuctemb(,
[OMKHbI TOPeTb KaK MUHUMYM [iBe MONOCKU, KaK MNoKasaHo Bbllle B rnase 2.

e [wnarHocTuyeckunini MHCTpymeHT Connectivity Tool, yka3aHHbI B
HacTpoiikax, npejnaraeTcs Huxe

* [poBepbTe nokanbHoe noakntoyeHne no Wi Fi ¢ Nt06bIM KOMNbLIOTEPOM,
MCNoNb3ys UHCTPYMeH! nofgkntoyeHus Mero (3anycTuTe TeCT KaK MOXHO
6711Ke K MECTOMOJIOXEHNIO CKaHepa).

* Ckauaiite Connectivity Tool no cceinke fcl .ofthocdd.com\downlodd\
AlignSupport\ConnectivityCheck2.0.exe

« Hwx6ee npuBeaeHbl HEKOTOPbIE COBETHI MT-cneunanucTy oduca
OTHOCWTE/NbLHO TOrO, YTO CeAyeT yunTbiBaTh BO M3bexaHue npo6aem c
[LOCTYNOM WAV NOAK/OYEHNEM K CKaHepy iTero

1. ? T TTTT7TT777T 77 7777277727 ?2227? 77777 777 77777777 Alan”

2. He 3aTTpelalire PTP-cBsi3b, MOCKO/MbKY CKaHep oTnpasnseT daibl
onpeaeneHHbix Tunos 1.3ds and.3df/.3dm).

3. OTkN4YnNTe NGO NPOKCU-KNNEHT ANs Nepefayv faHHbIX yepes 1CP/IP.
4 He po6a3nsit'e ckaHep 3 Kakyl-nn6o rpynny AoMeHa.

5. He npumeHsiiTe HUKaKyto FpynnoByto NOJUTUKY Ha CKaHepe, Tak Kak aTo
MOXET HapYWWTb ero HopManbHyt pa6oTy

PekoMeHJaLuu No Maplipytusatopy

[0/mKHBI NOAAEPXNBATLCA MUHUMaNbHbIEe cTaHAapTbl: 802.11N / 802.11 AC

PekomeHgaumun no NOAKNIOYEHUIO K MHTepHeETY

UTo6bl 4O6UTLCA MaKCUManbHOW NPON3BOAUTENBHOCTY cKaHepa iTero
Element 5D, y6eautech, 4TO CKOPOCTb 3arpy3ku Ballero MHTepHeT-
coeAMHEHUs cocTaBnseT He MeHee 1 M6uUT/c Ha ckaHep. Takxke o6paTute
BHVMaHWe, 4TO Nto6ble JONONHNTE bHbIE YCTPOICTBA, NOAKOYEHHbIE

K HTepHeTy napanienbHo co CKaHepoM, MOryT NOBAUSATbL Ha
NPON3BOAUTENBHOCTL CKaHepa

bpaHgmayap

OTKpbITbIe NOPTbL ‘ecnn 6paHamayap paboTaeT).

a 80-HTIP-TCP
b.443-HTTPS-TCP
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CoBeTbl No Wi-Fi

MapwpyTtusaTopbl Wi-Fi o3BoNsS0 " NONYyYN-b 4OCTYN K BalLEW UHTEPHET-
cnmneme ¢ nomolblo 6ecnpoBOAHO0 MOAKIOYEHUS NPAKIMYeckn n3 N0 6ot
MecTa B npejenax pagvyca feiicTena 6ecnooBofyoi cetn OfHAKO CTeHsbl,
NOTONKN UK LONOMHUTENbHbIE NePeropoAKy NPUBOAAT K YMEHbLUEHUIO
pasumyca NOKpbITUS U MOWHOCTW CUTHana. Ha cu'Han BAusT Tun matepuana
1 (POHOBLI PpaANOYaCTOTHLIN WYM B BalleM fOMe unu oduce.

1 CrapaiiTecb cfienatb ™ak, UToGbl Ha yuacTKe MPOXOXAEHUs curHana
MeX/Ay MapLIpyTU3aTopoM U 4PYTUMU CETEBLIMW YCTPOiCTBaMK
KO/INYEeCTBO CTEH W NOTOIKOB 6bINI0 MUHUMaNbHbLIM. Kaxjoe nogo6Hoe
NpensTCTBME MOXET YyMeHbLUTb pagnyc AecTBUS Maplupy-u3aTopa Ha

1-3 meTpa i3-9 ¢yTosC

2 Pa3swmelyaiiTe ceTeBble yCTPOCTBA TakK, YTO6bI CUFHAN MEX/AY HUMMN
nepecekan Neperopojku nepneHAnKynapHo. flaxe 40BO/IbHO TOHKas
CTeHa MOXer yMeHbLWUTb pagnyc nokpbrua Ha 1 metp (3 dyta,, ecnu
Yron NpoOX0XAEeHNs CUTHana Yyepes CTEHY OT/IMYaeTcs OT NPAMOro yna
BCero Ha 2 rpagyca. B uensx o6ecneyeHns Hauny4wnx ycaosuii nprema
pasmecTuTe BCe yCTPOICTBA TaK, 4To6bl curHan Wi-Fi npoxogun yepes
CTEHy UK Neperopoaky noj npsmsim yrnom (90 rpagycos).

3 CTeneHb ocnabneHnst cUrHana 3aBUCMT OT MaTepuana, KoTopblii
npeooneBalT pPajMoBoHbl. LlenbHOMeTannnyeckas ABepb U UHble
MeTasiIoKOHCTPYKL MW MOTYT OTPULLATENIbHO BIMATbL Ha CUTHaN
Wi-Fi. CTapaiiTecb pacnonoXxuTb TOUKN gocTyna, 6ecnpoBojHble
MapLIpyTU3aTopbl Y KOMMNbIOTEPbI TaKNM 06pa3oM, 4TO6bI CUrHan
NpoXoAuN Yyepes Neperopoikun 13 runcokapToHa Wan oTKpbITbie
[iBepHble Npoembl. Takue MaTepunarsl, Kak CTekno, cTab, MeTans,
KMpnuy, 6eToH, N Takme 06bEKTBI, Kak CTEHbI C N30M1ALKENR, pe3epByapbl
Ans BuAbl (akBapuymbl), 3epkana u wkadbl An1a 6ymal, CHUKAT ypOBEHb
6ecnpoBOAHOro cUrHana.

4 YcTaHOBUTe YCTPOICTBO itero Baanu (He meHee 1-2 meTpa unu 3-6 thyToB)
OT 3/1eKTPUYECKNX YCTPONCTB UM NPUBOPOB, KOTOPbIE TEHEPUPYIOT
pafMoYvacTOTHbINA LyM.

5. Ecnv Bbl UCNOMb3yeTe 6ecnpoBOAHbIe TeneoHbl C YacTOTOW curHana
2,4 TTu unun 6ecnpoBogHble ycTpoicTBa X-tO (Hanpumep, NOTOMOYHbIE
BEHTUNSTOPbLI, CBETU/IbHUKM U CUCTEMbI AOMaLLHeli 6e3onacHoCcTH;,
KayecTBO Ballel 6ecnpoBOAHON CBA3U MOXEr CEPbe3HO YXYALUTLCSA,
VN MOXET NPon30iTH 06pbIB CBA3N. Basa MHOTMX 6eCnpoBOAHbIX
YCTPOWCTB U3nyyaeT paguocurHan, faxe ecnu ycTpoincTeo He
ncnonbayetcs. PasmecTute npoyune Bawwun 6ecnpoBojHble YCTpoiicTBa
KakK MOXHO Aafblue OT CKaHepa U MaplipyTusaTopa.

6. BBaweMm KabuHeTe MOXeT 6bITb 60/iee 0HOI aKTUBHOI 6ECNPOBOAHON
ceTn. Kaxpaas ceto ncmonbsye! oauH UM HECKONbKO KaHanos. Ecnu
KaHanbl B APYroi cetn SIBAAKTCA CMEXHbIMU C KaHanamu Balleii cetu,
CBA3b MOXET NOCTENEeHHO yxyAlwartbes. Monpocute UT-0TAeNn NpoBepuTh
3ro u, ecnv Heo6Xxo0AMMO, U3MEHUTHL HOMEpa KaHasnoB, UCMO/b3yeMble
Balleii ceTbio.
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PekomeHpgaunm KomnaHum AIign OTHOCUTE/ZIbHO MMEHWN XOCTa

KomnaHus Align nOCTOAHHO COBEpPLUEHCTBYET CBOW MPOAYKTbI U ycnyru. B
LBHiH ¢ JIUM oHa BbIOnpan onuegeneHHoe umsa xoua, a He 1P-ogpe(..

Cnepyowmnii CNNCOK MMEH XOCTOB Obl/1 CO3/aH, YTO6bl MOXHO 6bI/IO0
Mcnonb3oBaTh BCe PYHKLMOHANbHbBIE BO3MOXHOCTH ckaHepoBs Align

PekomeHAaunu komMnaHum Align 0THOCUTENbHO MMEHU XOCTa

Mycddeni.com BO 4n
Myalignlech.cotTi BO 44i
Exporlmycadent.com 80 443
CboserveT-mycadenitom BO 443
MakKtore.inwisalign.com BO, 443
Matstore2.invisallon.cwn BO 443
Matstore3.Invisall9n.com BO 443
Matstofe4.invisaH9n.com 80 443
Matstoresg.invtsalignco T 80 443
MaCstorechn.Invisallgn.com.cn HO, 4 13

[nanasoH IP-aApecoBAWS — rno6asibHbiv cepsuc Amazon CON —

[fvanasoH IP-apecoB 3aBUCUT OT MECTOMONOXEHNSA CKaHepa. Bl443
cloud.myltero.com 443
speedtest.teie2.net BO
alignapl.aligntech.com 33. 343
http7/www googleco T 80.443
http://www.rnicrosott.com 80.443
http://www.yahoo.com 80.443
iterosec.aligntech.com 80.443
stnrage.floud.aiignlech.fom 443
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Mpunoxexune A.

Nexknapauyuna EMC

Pestome pesynbtatoB ucnbitTaHnii EMC no iTero Element 5D

PesynbTarthl
NcnbiTaHne CraHgapt | Knacc /YpoBeHb Harpysku y
ncnbliTaHUA
[JokymeHTaums (IEC 6060M-2, pasgenbl 4 n S)
O6wwme Tpe6oBaHUa K EMC Pasgen A FooTBEKTBYpPT
BHeLUHWe ApnbIKn »30Ta'-TCTBYyeT
Co0TBETCTBME PYKOBO/CTBA NONb30BATENS Paspen i 2 Cn'ne-'Tc'ByeT
TOYHOCTb TEXHUYECKOTO ONUCaHns Pasgen522 CooTBe TCTByeT
WN3nyyeHne (1K 6060bl*2/ EN 6M1601-K2. pasgen 7)
KoHAayKIVBHOE n3nyyeHne rpynna | Knacc B 230,120 1 100 BnepemeHHoro ToHa (50 u); Cootsercrayer
[Jvnana3soH yactoTt: 150 k' - 30 My, 220 6 nepeMeHHOro Toka (SO m 60 ny) 4
IMUCCUOHHOE U3NyYeHne CISPH 1 Fovina | Knace B c
[JvanasoH yactot: 30 - 1000 Mry, Py OOTBETCTBYET
VicnbiTaHne Ha 3MUCCMI0 FapMOHUYECKNX TOKOB 230 B nepemeHHoro Toka (SO ) 1 220 B (60 Iy] CootsercTByeT
McnbiTaHNA Ha yCTOYMBOCTb M3MEHEHUAM 1 KONe6aHUAM HanpshkeHns |ET 61390a-5-3 230 B 1 220 B nepeMeHHOro Toka CootsetcTTTyer
MomexoycToiiumsocTb (IEC 60601-1-2. pa3aen 8)
YcTOYMBOCTb K anenTpocTaTnyeckum paspsgam (3CP) IEC 6r00(.' N-2 Bo3gyLuHbI pa3psag 8 kB u IS kB CootseTc'Bye’
YCTOYMBOCTb K 21€KTPOMArHUTHBIM MOMSAM U3NY4eHUs HC (,1000-4-1 10.0 B/n; 80 MIy- 2,7 M, 804 AM, 1 Ky CooTBercaye’
YCTOAUMBOCTb KNONAM, U3/y4aeMbiM 060pyaoBaHeM 6ecnpoBofHoii ceasn  IECbUQ'j 4-3 Cnwcok uactor, o1 940 28 B/w. CooTtsetcay?’
sy PYA POBOA J PMMBrumAn 21771),FM 1Ky ‘
YcTOYMBOCTL K KPaTKOBPEMEHHOMY BbIGpOCY HanpsbkeHus (EFT) IEC b100(i-4-4 + 2,0 KB- 8 ceTu nepeateHHoro Totu; TraH - S/S0 He, 100 Ky (ootBertc-aye-
YCTORUNBOCTb K UMMY/bCY NepeHanpskeHns |EC 0l000-4-5 t 2,0CM /2 1.0 kB OM B ceTin NepeMeHHOr0 Toka; CooTacTcTBYC!

Tr/Th -1,2/50 (8/201 nkc

CpefHekBagpaTnyeckoe HaTyHlxXeHne B ceTn 230 B nepemeHHOro

YCTOWUMNBOCTb K KOHAYKTUBHbBIM nomexam, Bbi3BaHHbIM pPagno4acTOTHbIMIN
iad paa IFC fl0OC-4-6 TOoKa 1 kabene 30HAR; ( ooTBeTC-Bye-

nonamu
0,15 80 Mru, 80% AM 1 Ky,
YCTOWYMBOCTL K MpoOBanam Han SOKEHUS, KDAaTKOBPEMEHHbIM -0. , - .
p p! p p |EC 61000-4-1' 04-0.5 unknau 1 umkn; 704-25 Linknos Coortaerciaye’
npepbIBaHNAM U Nepenagam HanpsiKeHus 04- 250 LIMK/OB B CETW NEPEMEHHOTO TOKa
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NMpunoxeHwne B.

TeXHUUYECKNE

XaPaKTEPUCTUKN CUCTEM bI

Nnosnunsa

MoHutop

CkaHep

BecnposogHas ceTb

BesonacHoCTb

Pa6oyas MOLLHOCTb

Pabouas Temnepatypa

Temnepartypa xpaHeHUs/TpaHCI0PTUPOBKN

Pabouee gasnenue Y BbicoTa Hag ypoBHemM MOPSA

[laBneHue v BbICOTa HaZ, YPOBHEM MOPSi Npu
XpaHeHUM/TpancnopTMpoBKke

OTHOCUTE/IbHAs BNAXXHOCTb

[abapuTbl

MMijp o

K.THsp -HAWUPTA n;
B“ TOMopgHoro UT.TyunHWH ( nnkunun HOTIHN HoOUM

Mp.TCHOT nuTpHOro cB-Ty (hRSOum kapgr:a 1). 4

0enoTn .saHwnHuAHOTrN TATYEHAY U

J.sthaH kn)T.4 o6pcnpunsae’ 5e' mp.)B J1[juyio <BA3B N0 I0KANbH.ON i UTK

Nuponn rT(n YHKK.IAPH any KAXAMN1) nonoT iBd'-".i
"peOysi BbICOKOTO YPOBHSA MaWHXHOC TU napons

TOO0-?4/1K NppeMpPHHOTO roks - oOTTO My« .TOT RA IMIK.'

1K }b'C 144 -79.3 -

*S-SJt '79- 12. f

,1.1BflehP ot >20 agn /71 mm nT rT 10T -69 KMy g0-109 k11g
Heiccna Hag ypoBHeM .Mops o0 i-1J0 o iOUO meipos
Nunnenne ot 450an KOOMMPT cT (AT - >7no 01 klat
wTmcota M4 yposHem mopsi aT Ofo 4570 meTpos

Pa6oyas )* 40*ba0 '0«0 ANY «pAOMUH OT 9a»bo00%

CeHCopHbIiit HO-noHuTop iTero:
Ybicota 9>6MM -MAWKNMOB)
WupuHa >52mm  AL/ptoiiva)
Tny6um.! 6S Mm< '2.>.ajolima)

30HpA ITefo Element SO:

AnnHa «bMmMrn.Taoumal
WupuHa >uvm [.'aaorva
TiiyUHna oB mm 2.2 gioiima’

(eHcop'-bin NO-mouuTop ifero 8.9m
3oHp Hero [lecTrerTt SD 0.47 k1 !- 1chyH’)
Crtomka na konecaa 136 kr 30 OyunToB)

18.34>»n1p8|
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MH-1 .1 «ym

CToiika Ha Konecax

Bbicota T28MMbl  YOntombl.TB
WupuHa 64>mM'- 2>U0ONMOB:
FmyonHa 623mm! 24.3aKk>uma)

HactonbHas yactb:

Bbicota 480 mm .- 10 gloiimoB
Wnpunh.) 532 MM; - 2»./a0iima’
)youHa 220mm 9 TaOUMA
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iTero element 5D

Align Technology, Inc. Align Technology B.V.
2820 Orchard Parkway, Arlandaweg 161

San Jose, CA 95134 1043HS Amsterdam
CLIA HuaepnaHgbl

Align, Invisalign, ITero n iTero Element aBnst0TCA TOProsbIMK 3HaKaMu N/nnmn 3Hakamu
o6cnyxxuBaHna komnaHun Align Technology, Inc. nnn oaHoV 13 ce JOUYEPHUX UK
adhMNMpoBaHHbIX KOMMAHUA 1 MOTYT 6bITb 3aperucTpuposaHsl B CLUA n/unun gpyrux ctpaHax.

©2019 Align Technology. Inc. Bce npasa 3awuileHsl. 206519 Pea. A
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iTero element 5D

KoHdurypaumna HoyToyka
PYKOBOACTBO MO
aKcnyaraunm
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ABTOpCKUe npasa
J014 Aliyn ledinolcgy, Inc. Bce npaBa 3awuLeHbl.

VHthopmaLns, npefcTaBieHHas e HacTosILeM PYKOBOACTBE, MOX<! 6bITb
n3MeHeHa 6e3 npeaBapuTebHOYBEAOM.TEHUS

AnnapaTHoe U nporpamMMmHoe obecneyeHune, ~\.NMcaHHOe B HaC TOSLLEM

AOKYMeHTe, npefoctaBnAeTca B COOTBETCTBMM °~ 4OrT03000M O NOKYNKe N o
npepocTaBneHUU ycnyr U MOXKeT MCnoib30oBaTbCA TO/IbKO B COOTBETCTBUN C

3’ M OTOBOPOM

HuK3Kas YacTb HaCTOALLEro JOKYMeHTa He MOXeT 6biTb BC3CMpon3Besema,
CKOMMpOBaHa, COKpaMeHa B NOWCKOBOI CUCTEME MU NepefaHa Kaknm-
nn60o cnoco6oMm (3NEKTPOHHBLIM MU MEKAHUYECKUM) ANSA KaKUX-1m6o
Lieneii, OTANYHbIX OT 06bIYHOTO UCMONb30BaHMUS, 6e3 NpeaBapUTENbHOTO
NUCbMEHHOTO paspelwweHuns komnauum Align Technology Inc.

B HacToAwWwem pyKoBoACTBe onucbiBaelC4 ycTpoiCcTBO NonyyYeHus
onTunyeckux cnerkos TTeto Clement 50 (HoyT6yk) Bepcua Ha pycckom
sA3blke. O6HOBNEHO B Mae 2019 roaa.

Oduc B CLUA

LTa6-kBapTUpa KoMnaHmm

Odmc B M3panne
Align Technology Ltd.

3 And Sharon Boulevard
Or-Yehuda 6037606
N3pannb

Align Technology, Inc.
2820 Orchard ParkwaySan
Joie, California, 95134, CLUA

1en:+972 {3) 634-1441
dakc -972 (3) 634-1440

WWW.aligntech,com

Ten: +1 (408) 470-1000
®akc:*1 {4081470-1010

Cny>K6a noanepXkKn KNNeHToB

Align Technology B V.
Arlandaweg 161
1043HS Amsterdam
11lnpgepnangpl

Ten- + (800) 577-8/6/

3n. nouTa:
iterosupport ialigntech.com

3n. nouTa:
orthocadsiipportiij'aligntech.com
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ToproBble 3HaKn

Align Technology Inc.. iTero ABnAlTCA 'OProBbIMM Mapkamu n/man 3Hakamm
o6e nyxiiBaHua Align Tecnnology. Inc. unn ogHoW 1 Tee fOYEPHUX N.TU
300.TIMP3a3HHbIX KOMNAHWM 1 MOTYT ObITb 3aperncTpupoBaHbl B CLUA u
VNN [pyrnx cTpaHax.

Nio6ble fpyrue ToBapHbie 3HAKN WU 3aPErUCTPUPOBaHHbIE TOBApHble
3HaKW, NPeACTaBeHHbIE B 3TOM JOKYMEHTE, SBAISIOTCA COOCTEEHHOCTHIO NX
COOTBETCTBYIOLWNX BNajenbLes

O¢uc B HugepnaHpax
MexgyHapogHas wTab-kBap'upa
Align Technology B.V.
Arlandaweg 1611043

HS Amsterdam

Ten. -H3! (UL 20-586-3600
®dakc: -H31 (0) 20-586-3751



CooTBeTcTBYET Tpe6OBaHUAM, NPEAbABASEMbIM K

NnasepHbIM yCTpOVICTBaM Knacca 1
YcTpoicTBO OTOBY.U'T TpeGoBNUMAMCTBHANPTOB ?! ( FK 1040,10 n FN 608PS

JlasepHoe yCTPOICTBO Knacca 1

A i

CootBetcTBue cTaHaapTy CSA

YcTpouncTsa cooT8eT(.TBYeT cTaHAapTy CSA ana KaHnagbl n CLUA;

1 ULStd No. 6060M  W3penusa MmeguumnHekue 3nektynsieckme. Mactb 1
O6wume TpeboBaHUs K 6ezonarHonu

CWA

CootBetcTBMe npasuiam FCC
OTO yCc'pOiiCcTBO COOTBETCTBYET NOJIOXEHNAM YacTu 15 npasun FCC. a ero
3aKcnnyarauus pasoelleHa Nnpu co60AeHUN 4BYX Cneaytowmnx ycnosum

1 YcTpoiicTBO He AO/KHO Bbi3blBaTb BPEHbIE MOMEXU:

2. YyCTPOMCTBO [O/KHO paboTaTh B YC/IOBUAX NOGLIX MOMEX, BKOUAs Te.
KOTOpble MOTYT BbI3blBaTb C60M € pa6oTe.

Pg
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MpepynpexaeHune FCC

B cooTaercreuu ¢ npasunamu hlL.., mogndurkaumnm ycTpoiictea, HC
0f06peHHbIe NPON3BOAUTENEM, MOTYT NUWINTL Bac Npasa 3KCNayaTupoBaTtb
yCTpOIicTBO

CooTBeTtcTBue ctaHgapty EMC
Y( TpOICTBO COOTBETITBYET CeAyto Y.emy cTaHaapTy 1-M(.,

IFC6060M -2 V3genna MeauLMHCKME anekTpuyeckne Yacto!-2 O6wue
Tpe6oBaHNA K 6€30MacHOCTH C y4eTOM OCHOBHbIX YHKLMOHANbHbIX
XapakTepucTuK. MapannenbHblil cTaHfapT INEKTPOMarHUTHbIE SBNEHNUs
Tpe6oBaHWA U UCMbITAHUS:-.

CooTBETCTBUE HOpMam 6e30nacHoCTun
YMpPONCTBO COOTBETCTBYET CNeAyloleMy CTaH4apTy 6e3onacHoe ™:

I-. 60601-1 N3genua meguuuHCKMe anekTpuyeckme Yactb 1. O6uwme
Tpe6oBaHUs K 6€30MacHOCTH C YyH4eTOM OCHOBHbIX PYHKLMOHANbHbIX
XapaKTepucTuk-.

CootBeTcTBUE cTaHgaptam EC
YCTpoIicTBO cOOTBETCTBYET TpeboBaHmam AnpekTusbl CoseTa 9?,42 EEC, B
OTHOLWEHUN MeANLUHCKNX YCTPOICTB.



YCnoBHbIe 3HaKN

Cnepgytoume ycnoBHble 1Hakn Mu(yi HpUCYyTCTEOBNA HA KOMMOMeTak o6opyoBaHns

iTpro Flement

a TakKXe ncnonbloBaTbCA B HArToAWwem JOKYMeHTe U apyrcu

LOKyMeHTaL MK, Kacawlweiica iTero Element 5D

«TOsIbKO Mo
Ha3H3YeHUO

Bpaya>»

REF

SN

IEC [repl

Korpa Jto' yolOHHbIN | Mak yKalaH Ha y<.|pou< TBe,pekomMeHAayeTcs
06paT/rbCH K H.M 'oAleMy JOKYMeH ly Ans nonyyeHns ceegeHun
0 NpPaBW/IbHOM UCMO/bIOeaHN M YCTPOCTBA.

Pa6ouasi yacTb TMNa BF /1060 KOMMNOHEHT, HA KOTOPOM
HaHeCceH 3roT yC /IOBHbIN 3HAK, OCHALLeH 3aluioil nauneHca o'
nopaxxeHns 3M1eKTPUYecKnm Tokom Tuna BF

OTX0fbl 3NEKTPUUECKO UN 3M1EKTPOHHOT0 060pyA0BaHNS
Heo6X04MMO co6MpaTh W YyTUIN 3UPOBATL OTAENBHO 07 NPOYEro
Mycopa

BHUMaHMWe; 3TOT YCNOBHbIA 3HAK NCMONb3YeTCs, YTOObI
NOAYEPKHYTb TOT (PakKT, UTO ECTb ONpPeseneHHble
npeaynpexaeHns UaM Mepbl NpefoCTOPOXHOCTU, CBSI9aHHbIE C
yCTpOWCTBOM. KOrAa aToT yCNOBHbINA 3HAK yKa3aH Ha ycTpoiicTse,
06513aTeNlbHO 06paTUTeCh K CBeAieHNsIM 0 6e30MacHOCTH B
HacTosiLeM AOKyMeHTe

[c'Tann unm NpuHaANexXmncloTh. MapKMpoBaHHbIe 3TUM YCI0BHbIM
3HAKOM, He Nog/ieXxxar MoBTOPHOMY UCMONb30BaHNIO

MPEOOCTEPEXEHME: cornacHo COefepansHomy 3akoHy CLUA
TONbKO JINLEH3MPOBaHHbI CTOMATONON, OPTOAOHT UK UHOM
~061acTv CTOMATONOMMU MOXET KynuTb Uin
3aKasaTb 3TO yCTPOMCTBO. JaHHasa cucTema sBnseTcs usgenvem
MeAULMHCKOro Ha3HaYeHUsi U fOKHA UCMO/b30BaThCS TONbKO
KBaNN@UUMPOBAHHBIMN MEAULMHCKUMY cneuuanmcTamu.

11pousBoanTenb MeAULMHCKUX YCTPOMCTB.

Howmep 3aka3sa.

CepuiiHblil HOMep.

060o3Ha4aeT yNnoaHOMOUYEHHOTO NpejcTaBUTeNs B
EBponeiickom Cotose.

IEC 6041 7-5032: nepeMeHHblii oK.

O603HavyaeT MeuLMHCKOe YCTPOCTBO, KOTOPOe HeEO6X0AUMO
3aWWTUTL OT BRaru.

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

IMLot |

o

%

O6oaHayvaeT 6elo<dalmbin gu<mlaioH n-mmepatyp.
YCTAHOB/EHHbI ANS AAHHCP O MeAMLMHE KOCO yCCponyBa

O603HavYaeT HE06X0A4MMOCTb 03HAKOMIEHUSA
'0/1030BaTeNA C UHC TPYKUMHMK MO U( MONb30BaH3IK>

Kog napTun npomssognTens

O603HavaeTAManasnH 6e30MacHbIX 3Ha4YeHUN
aTMoc(hepHOro gaBneHus, yctanoenemMnblii 4na AaHHoro
MeAULMHCKOro ycTpoiicTBa

O603HayvaeT Ananas3o** 6e3onacHbIX 3HAYEHW YPOBHSA
B/TQYKHOCTW, YCTAHOB/IEHHbIV ANS JAHHOTO MeANLINMHCKOrO
ycTpoiicTsa.

Xoynkoe' O6paliaTbC A i. OCTOPOXKHOE | b0

3Ta CTOPOHA 0/IKHA CMOTPETH BBEPX.

IFC 604’ 7-a0il: NOCTOSHHbINA TOK.

30HA (CKaHupyloLee yCTPONCTBO).

USB-pasbem

3ﬂeKTpVIHeCKVIl7I JNEeMEHT NUTaHnAa.

HoHb (KuTaii'

IEC 6041 7-5009. PEXXUM OXWNAAHNA

MNPEAOCTEPEXEHVIE: HE Hacrynaiire Ha KOHLEeHTpaTop
ycTpoiictea 5D .HOyT6yK)'



|/|HCprKLI,VIVI Nno TeEXHWKe 6e30nacHOCTH
11p«wKae YeM NMPUCTYTWTb K pa6o'e ¢ cucle\toii. Bce Nonb3oBaTeENMN JOMKHA!
03HAKOMUTLCS C AaHHBIMU UHCTPYKUUSIMU NO TEXHWKE 6e30MacHoCTn

Bbnok nuTaHua
MwaHne nojaeTca B CUCTEMY Yepe3 BHYTPEHHWIA 610K iihibhhx
MeaAnaAnH. KOro HaTHayeHua

I’Ipe,qynpex(,qume 06 onacHocTn INNEKTPNYECKOI0o TOKa
OnacHocTb nopaxeHus aNeKTpuyeckum Tokom! TONbKO
ynonHomoyeHHble cneyunanuctsl Aliyn lechnjioyy menyr cHumatb
BHeLLHWe NaHeNn 1 KPbILWKW BHYTPYW YCTPOCTBA HeT feTanei,
06CNyXMBaEMbIX MOMb30BATENEM.

* Bo n3bexaHune NnopaxxeHna 3NeKTPUYECKNM TOKOM, YCTPOWCTBO
{1leto tlement bD HOYT6YK) A0MXHO 6bITb NOAKAOYEHO TOMBKO K
nuTalowWweli cATU I 3alUTHLIM 3a3eMIeHneM

« TogkntoyvaiiTe KOHUEHTpaTop ycTpoiicTBa 5D (HOyTOYK) TONMbKO K
0A06pEeHHOMY HOYTBYKY, KOTOPbIV COOTBETCTBYeT Tpe6oBaHUAM
1K.609b0 1 UL60950-1 HoyT6yK 1 BCE €ro NpMHaANeXHOCTU AOMKHbI
HaxoAWTbCS HA paccTosHWM He MeHee 1.S M oT nal|ueHTa 3anpewaeTca
OCyLecTBNATb CKAHWPOBaHUe NauueHTa, 04HOBPEMEHHO NpuKacasnch
HOYTGYKY UM K KaKUM-N160 ero NpuHaAieXxXHoCTAM

* KUSB-pa3bemaMm Ha KOHLeHTpaTope ycTpoiicTBa 50 (HOyTOYK) MOXHO
noAKnoyaTh TOMbXO CKaHMpyloLee ycTpoiicTeo Altgh Technology
0f,06PETTHbIN HOYTOYK.

e [lna nogknioYeHMn KoHueHTpaTopa ycTpoiicTBa 50 (HOyTOYK) K po3eTke
nepeMeHHOro Toka cnefyeT UCMNONb30BaTb -0/IbKO OA06PEHHbIV Kabenb
nutanus Al gn Technology

Knaccundmkayms 6e30nacHoOCTM
e Tun 3aWwmnTbl OT NOPaXKEHUA 3NEKTPUYECKMM TOKOM: Knacc )

e CTeneHb 3aWmTbl OT MOPAXEHWS 3TEKTPUYECKUM TOKOM: Tvn BF.
e CTeneHb 3aWmTbl OT BPEAHOr0O NonajaHus BoAbl: 06bl4YHas.

e 0O60pyaoBaHWe He MOAXOAUT AS UCMOMb30BaHUs B6NN3U
BOCM/IAMEHSIOLNXCS CMECE.

e Pexum paboTbl- HeNpepbIBHbIA.

M3penne MeAULMHCKOTO HasHavyeHus

[aHHas cucTema SBNAETCS U3fenneM MeULNHCKOTO TTasHauYeHs 1
[0/KHA NCNO/Nb30BaTLCS TOMLKO KBANM(PULMPOBAHHLIMU MPANT(MHIKUMM
cneupanucTaTn

I'Ipe,u,ynpe)K,quMﬂ B OTHOLUEHNN CKaHepa

* CkaHep ABNSETCS MCTOYHWUKOM KPaCHO nasepHoro ceeta ,'680 HM knacca 1),
a TaKke 6e10ro CBETOANOAHOIO U3/lYYEHNS U CBETOANOLHOTO U3NyYeHUs N
[/IMHOI BOsHbI 350 HM, O6bIYHOE NCMONb30BaHME CKaHepa He NpeacTaBnseT
onacHoCTY AN YenoBeyvecKoro rnasa. OfHaKo Bpaun He [O/MKHbI JONycKaTb
nonagaHus na3epHoro nyya ckaHepa B rnasa nauueHTa.

* He pgonyckaeTcsi CKpyuMBaTh UM 3aBsi3blBaTb Kabesb, TAHYTb 3a HEro u
HacTynaTb Ha Hero.

« Korpgacuctema He UCMOMb3YETCs, CKAHWUPYHOLLee YCTPOTICTBO AO/KHO
6bITb NOMELLEHO Ha NOACTABKY 30HAOM B CTOPOHY CTOKM TENexKu
1 3afiHell CTOPOHbI CEHCOPHOTO 3KpaHa, YTo6bl NCKIYUTL NPSMOE
nonagaHue 1a3epHoro siyya unm 6e10ro MUrawLLero CBeToANOLHOIO
U3/y4YeHUs N CBETOAMOLHOTO U3NyyeHns 850 HM B rnasa.

* HaunHaTb cKaHUpOBaHWe c/TefyeT TONbKO KOrja 30H[ CKaHepa HaxoauTcs
BHYTPV POTOBOIi NONIOCTU NauueHTa.
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« Bpayam He cneayeT nomeliaTb CKaHep Ha MOACTaBKY BO BpeMs onepayuu
CK3TTUPOBaHMUS

e Bcnyuyae HeMCNPaBHOCTW CKaHepa NpekpaTuTe CKaHUpoBaHue U
obpaTuTech B CNyX0by noaaepxkn

Ouuncrtka u ,El'e3I/IH¢)EKU'VIF|

* Bo un3b6examve nepekpecTHOro 3apaxeHus, He06X04MMO 3aMeHATb
0/]HOPa30BYI0 NNACTUKOBYIO Ha..afKy U Ae3uHbuLnpoBa'bCcKaHmpytolee
YCTPO/CTBO NOCAE KaX/0ro nayueHTa.

e BowusbexaHne 'e0eKpecTHOro 3arpyYsHeHnYy. Heo6Xo04NMO MEHATb
nepyaTKn Noc/ie Kaxaoro nayueHTa.

« B0 u36exaHue nepekpecTHOro 3arps3HeHusl, BbibpacbiBaii'e nepuaTku, ecim
OHU MOPBANUChL 3arpA3HUINCH UN BbINN CHATBI MO KAKOTA-I1G0 NMpUYmHe.

e YTnnusupyiTe Hae3[Ku ckaHepa B COOTBETCTBUW CO CTaHAAPTHbIMU
paGoynmu NpoT/efypamut UNM MECTHLIMW NpaBUNamMu yTunmsauum
MeANTANHCKUX OTXOA0B, 3arpA3HeHHbIX GUONOTMYECKN. MU BblJENeHNAMU.

PacnakoBka un yCTaHOBKa
CucTemy cnegyeT pacrnakoBaTb U YCTAHOBUTb B COOTBETCTBUM C
MHCTPYKLMAMM komnauum Align Technology

YCcnoBus aKcnayatawum
* Bo u3bexaHue NoBpexAeHui, cuctTemy cnesyeT nepeTmewiatb u3 04HOro
nomeuwieHna Bapyroe c MaKCUManbHOMN OCTOPOXHOCTbIO.

He 3akpblBaiiTe BEHTUNALNOHHbIE 0-'BEPCTUS HA CKAHUPYIOLLEM
ycTpoiicTee n 6a30BOM 6/10Ke.

e MPCAOYMPEXAEHWME' Cuctema npefHasHayeHa N<KIOUYUTENbHOANSA
MCMOb30BaHNS BHYTPM NoMeLLeHUi OHa He [o/MKHa NoABepraTbes
BO3[€eiCTBMIO MPSAMbIX COMHEYHbIX /IY4eT/l, Ype3MEPHOTOo Tenna um
BIQXKHOCTMU.

« CucTema A0/KKa UCMO0Nb30BaThbCs TOMLKO B fuanasoHe pabounx
Temneparyp, ykazaHuotv B MpunoxeHun B.

e Ecnu yctpuiinHo Jero Element 5D (HoyT6yk! 6b110 JOCTaB/IEHO B
nomeLlieHve n3 ropsayei, XoNogHOW U BNaxHol cpefbl, cnegyet
LOXAaTbCA, KOTAa cyoTemMnepaTypa yCTaHOBUTCA paBHOI Temnepartype B
noMmeLeHnm, YTobbl -Te [ONYCTUTL KOHAEHCAL MW BHYTPU YCTpPoiicTBa.

3NeKTpoOMarHnTHble nomexu

NPEAYNPEXAEHWE. laHHOE yCTPOUCTBO 6GbIN0 UCMbITAHO M NPU3HAHO
COOTBETCTBYIOLWMUM TPe6OBAHUSAM K MEAULMHCKUM yCTpOicTBaM B
COOTBETCTBUM cO cTaHfapTom IEC60601-1-2. 3T0T cTaHAapT pa3paboTaH
Ans o6ecrneyvyeHNa AOCTATOYHOTO YPOBHS 3alUTbl OT BPEAHbIX MOMEX B
06bIYHOM MEAULMHCKOM yupexaeHun. OfHaKo 13-3a pacnpocTpaHeHus
pagMoyacToTHOro nepejatLlero 060pys0BaHnsa U APYTrUX NCTOYHUKOB
3NEeKTPUYECKNX NOMEX B MEAULMHCKMUX 3aBefeHunsAx {Hanpumep, COTOBbIX
TenetoHOB, MO6GU/bHbLIX paunii, 3N1eKTPoNpM60opPOB) BO3MOXHbLI Nnepe6oun B
pa6oTe JaHHOTO YCTPOIiCTBA B CBS3U C BLICOKMM YPOBHEM TakuX nMomex 3a
cyeT 6/1M30CTU UM MOLLHOE ' UCTOUYHWKA

3neKTpocTaTMyeckne paspsabl MOT YT Bbi3biBATb MOMEXW BO T3pems
CKaHMpoBaHMA. B ciiyyae nomex B BUAE 3/1€KTOOFTaTUYECKNX pPaspsaoB
cucTema npekpaTuT ckaHupoBaHue / nepegadvy nsobpaxeHus B
BujonckaTeHe. E(/im Bo BpeMsi CKaHWpPOBaHUS NpoucxoauT c6oil,
nosib30BaTe/N0 MOXeT NoTpe6oBaTbCA HaXaTb KHOMKY CKaHMPOBaHUA C
NoMoLbio 30HAA, YTOGbI BO3OGHOBUTL CKaHMpoBaHue. Bugonckarens Bcerga
3anyckaeTcs 3aHOBO aBTOMaTUYeCcKu

O6uwue cBegeHUs

NPEAYNPEXAEHWE He gonyckaetcsa BHECeHME U3MEHEHUN B KOHCTPYKLMIO
obopyaoBaHus



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




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

«



CopepxaHue
CrMBO/IbI

VHCTPYKLUMKM MO TEXHUKE 6e30MnacHOCTn
Mnasa | BBEAEHME
06 3loMAO0KyMeHle
Mpepnonaraemoe ncnonslosamue npefliajHaMeHne
Mpenmy|uectn3 cuctemsbl iTero Flement >0 (Hoy6yk)
MonbloeaTenbCKnii MHTepdeiic iTero Eleinent 5D (HOyT6YK)
FnaBa 2. OCHOBHble OyHKLMN 060pyAOBaHNSA
Bua cuctemsl cnepegmn
CKaHupytollee yrTooncTso tioHa)
YnakoBka Mo6unbHOI cuctemsl ‘18 TPAHCNOPTUPOBKM)
FnaBa 3. PykoBoAcTBO No c6opke
dran 1.C6opka
JT1an 2. Harpy3ka nporpamMmmHoro o6ecneyeHus iTero Flement 50 HoyT6yk)
Jran 3. HacTpolika
Mnasa 4. IHCTPYKLMKX NO 3KcryaTaummn
Be6-kamepa
MnaBa 5. IHCTpYKuMn rno o6paboTke, o4MCTKe 1 Ae3nHdeKLn ckaHepa
O6palleHne co CKaHUPYOLWMWM YCTPOCTBOM .30HAOM)
O6paleHune ¢ kabenem ckaHupyloLwero yctTpoiicTaa
OuncTKa cKkaHUpyloLwero ycTpoiicTea
[le3nHdekuma ckaHmpyloLero yctpoictaa
CMmeHa HacafloK nocsie KaXkAoro naymeHTa
3ameHa 0jHOpa30BbIX Hacajok
Hacapgku gns ckaHepa
naBa 7. PyKOBOACTBO MO NUCMO/Ib30BaHMIO JIOK&/TbHOM CETU KMHUKN
33euemue
Mogrotoska
‘PekomMeHfauuny No maplpyTusaTopy
PekomeHpauun no nogknoyeHunto K HlepHe'y
BpaHgmayap
CoseTbl No Wi-Fi
MpunoxxkeHue A. leknapaums EMC

Mpuno>keHune B. TexHN4ecKne XxapakTepucTukKn CUCTembl
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["naBa 1

BeepeHune

06 aTtom PyKoBOACTBE MO 3KcnyaTaynn

CintTeMd iTt-ro Element 5D 'HoyT6yk! mocTaBnHeTLH B KayecTBe
3anaTteHTOBaHHOI paboyeit cTaHuMy Ha 6a3e HOYTOyKa ANA BbINONHEHNA
BHYTPMPOTOEOrN CKAHMPOBAHWUS B CTOMATONOIMYEeCKOM KabnHeTe B
HacTosLeM PyKOBOACTBE MO 3KcnyaTalun onucbiBaeTcs, Kak BKIOYaTb

1 BbIK/OYATb CUCTEMY, Kak NpaBWIbLHO o6pabaTtbiBaTb CKaHUpyloLLee
YCTPOCTBO 30HA M Kabenb, a Takxke Kak o0unllaTb CKaHWpytoLee yCTPONCcTBO
N 3aMeHATb HacafKu nocfie Kaxgoro naymeHta

ﬂpe,qnonaraemoe ncnonb3oBaHue / npeagHasHayeHue
iTero Element 5D (HoyT6yK) npeAcTaBnseT co60il BHYTPUPOTOBOI CKaHep ¢
yKa3aHHbIMU HKe (PYHKLMSAMU N BApUAHTaMU UCNOMNb30BaHNSA.

| ®yHKuMA nonyyeHns onTudecknx cnenkos (CAD/CAM! npegHa3HayeHa
4N 3anucy Tonorpadmyecknx n3o6paxeHnii 3y6oB 1 TKaHei NonocTu pra.
[aHHble, NoNyyYeHHble OT TTETo, MOTYT UCNONb30BATHLCA A1 U3rOTOBMIEHNS
CTOMaTOoNOrnyYecKnx n3genun (Hanpumep, BbipaBHuBaTenei, 6pekeTos,
annapaTtoB U T.4.) Y MPUHAANEXHOCTEN.

2. MpoT pammHoe obecneyeHune TTero Element 5D (HoyTbyK) ncnonb3yertcsa
BMecTe O ckaHepom Hero ans nonyuyeHns undposbix 30-n3o6paxeHnii
3y60B T3HYTPUPOTOE3bIX MATKUX TKaHER 1 KapTUHbI TTpUKyca.
MporpammHoe o6ecneyeHne Hero BbINONHSAET 06paboTKy faHHbIX,
OCYLLECTBNSAA MHTErpaLuio JaHHbIX U UX 3KCNOPT ANA N3rOTOBNEHUSA
cTomaTonornyeckux pectaspauuit CAO' CAM, OpTOAOHTUYECKUX
yCTPOICTB, a6aTMEHTOB M NPUHaANEXHOCTel. MoMU,NoAaHHbIX
CKaHMPOBaHWsA, BO3MOXEH MMNOPT/3KCNOPT Pa3NUYHbIX AaHHB1X O
naumveHTax U KIMHUYEeCKUX COCTOSAHUAX UM UCMONb30BaHNE UX ANS
mMoAenupoBaHusa. MmetoTca apyrue hyHKUUK, NpegHasHayeHHble 41s
NPOBEPKMN M 06CYXMBAHUS CUC TEMbI, a TAKXe 4151 ypaB/ieHNs 3akasamu.

3. ®yHkuusa NIRI ycTpoiicTBa Element 5D (HoyT6yk) siBnseTcs
[MarHoCTMYeCKUM CPEACTBOM /151 BbIABNEHUA MEX3YBHbIX KAPMO3HbIX
nopaxkeHuii Haj AeCHOM 1 ANA OTCNeXUBaHNS Pa3BUTUA TakKux
nopaxeHuii.

Mpeumyuiectsa cuctemsl iTero Element 5D (HoyT6yK)
Cuctema iTero Element 5D (HoyT6yk) 06n1afaeT BaXXHbIMU NpenmMyLLecTBaMmu
Nno CPaBHEHUIO C CYLLECTBYIOW UMW METOAaMN N3rOTOBNEHUA KOPOHOK,
TakMMuU Kak ckaHupoBaHue 6e3 nopoluka, 60/ee Bbicokas TO4YHOE [ b
N3roToB/I€HNA KOPOHKU U MTHOBEHHas OﬁpaTHaﬂ CBA3b BO BpeMsA npouyecca
CKaHMpPOBaHUSA.

MoceTuTe Haw Be6-caiT www itero.com. 4To6bl y3HaTb, Kak iTero
Service MOXeT ycOBEpLIEHCTBOBATb Ball GM3HeC, NOBbILIASA YPOBEHb
YA0BNETBOPEHHOCTU NaLMEeHTOB, yayyllas KAMHUYeckue pesynbTathl 1
yBenuumeas 3(pheKTUBHOCTL paboThl ouca

MHCprKuMM Nno yCTaHOBKe nporpaMmmHoro obecneyeHuns
O3HaKOMbTECb CO CMUCKOM 006PEeHHbIX HOYTGYKOB M aHTUBUPYCHBbIX
nporpamm Ha caiite www.iTero.com.

YT1o6bl 06€CNEYNTb ONTUMAabHOE UCNO/b30BaHNe NPUNoXeHUs iTero, ¢
cuctemolii iTero Element 5D (HOYT6YK) AONXHbBI MCNONb30BAaTLCA TONbKO
0A06pEeHHbIE HOYTOYKM

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



Monb3oBaTenbCcknini nHTepdeic iTero Element 5D (HoyTOyK)

WHTYN'MBHO NOMHIWbIN NONb30BaTENbCKNIA MHTepdelic B cucteme

iTero Element 5D (HoyT6yK) N03BOMAET BbINOMHATL LUPPOBOE CKAHMPOBaHMNE
JInsa opTONeAnYecKoro nan opToA40HTUYECKOr0 CTOTb30B3HNA. BusyanbHble

N TEKCTOBbIE MOACKa3KN noMoraroT Bpayy BbINO/IHATL CKaHMpoBaHue

LloncopHbIn 3Kp,)H HOy Cyka U KHOMKW i0itp.i ncnonb3ytTca ans
pearnpnmavvH Ha akpaHHblp MHCTPYK! [N BO Bpems CkIHMpoBaHUA

Mpu HaxxaTun Ha BOMPOCKUTENbHbLIN 3HaK NOSABNAEHA Npo3payHbli
3KpaH cnpaBku € KPaTKMMU NONE3HbIMU CBeAeHnAMMN, I6po*nte

BHUMaHMe, YTO B aTOM peXxunume npocmoTpa BMECTO CMMBO1a BOnpoca

nosBASETCA U306paxeHne rapHuTypbl. HaxmuTe B 11060M MecTe,
YTOGbl 3aKPbITb 3KPaH CMPaBKN 1 BEPHYTbLCA K TEKYLLEMY 3KpaHy

Haxxmute, 4To6bl HACTPONTL CBOW NPeAnoYTEHNS

HaxmuTe, 4To6bl 3a6N10KMpOBaTL pabounii cton

HaxmuTe, 4To6bl BOUTW B YUEGHbIN LEHTP Wan HayaTb 06ydyeHne

YpoBeHb 3apsaga 6atapen HoyTbyka

ITero ewcrselll

b

New Scan
Haxmure, 4yTO0ObLI 3aBECTU HOBYHO
KapTouKy)

Orders

Patients
,Haxxmute, YTOObI noacMoTpeTb

[lBaxkAbl HXMWUTE, 4TOGbI CBA3ATbLCS C
COTPY/AHWNKOM CYX6bl NOAAEPXKMN ANy
y/AaneHHoro ycTpaHeHnsa Henonagok
(cHavana no3BoHMTE B i Y6y NOAAEPXKKN;

OCyLW,ecTBUTb MNOUCK NC CANNCKY

naLuneHToB)

U

Messages

HaxmuTe, 4To6bl
NpoBepuTL cTaTyc
BallMK 3aKa3oB.
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HaxxmuTe B nto6om
MecTe aKpaHa, YTo6bl
3aKpbITb 3TOT 3KpaH
cnpaBKku

HaxxmuTe, 4T06bI NPOCMOTPETH
yBe[JOM/IEHUS, 0GHOBNEHUA U Apyrue
coobueHunsa ot Align Technology



[naBa 2.

OCHOBHbBIE (DYHKLMNY
obopygoBaHung

Bupg cucTembl crnepean

HoyT6yK C CEHCOPHbIM 3KpPaHOM

KoHueHTpaTop
Flex

30HA M MoacTaBka
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CKaHupytoLLee YCTPOICTBO (30HA)

‘aunag

BeHTUNALMOHHbIE OTBEPCTUSA

OpHopasosas

Hacafka o
A OTcoeanHsemblit kKabenb
BOKOBblE KHOMKM: .
CKaHUpytoLero ycTpoictaa ¢

CKaHMpoBaHue, BKIKYEHNE-
pasbvemom USB

BblK/1lOHEHMEe, akTnuBauua
Tadynaga
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YnakoBKa MOGW/IbHOM cuCTeMbl (419 TPaHCMOPTUPOBKMN)
TpaHcnopTpoBKa

Cuctemy rnpaypT nepeMellatb UT OAHOIO NomeLeHus ¢ gpyroe GcyTtnspe,
BXOAALLEM B KOMM/IEKT NOCTaBKMN

MepemelyeHne cucTemsl

[Ona obecnevyeHns MakCMManbHOW 3aWuTbl CUCTEMbl Nepemelyan'e ee
C OCTOPOXHOCTbIO CobGniofaiiTe NnpuBefeHHbIe HXKE MHCTPYKLUN NO
nepeMeLieHNIo cucTembl

1 HapeHbTe CUHIOK 3alMTHYIO HacaiKy Ha 30H[.

2. Y6epuTech, Y4TO CKaHupytoLiee YyCTPOCTBO (30HA) NNOTHO yCTaHOB/IEHO
HA noactaske

OTCcoeAnHNTE WHYPLI NUTaHUs KoHLeHTpaTopa 5D (HoyT6yK) 1 HoyTOyKa
OT PO3EeTKM

4. TMomecTuTe BCE YacTu e yTnsap (CM, pUCYHOK Bbile'.

5. Y6eauTecb B cyxocTu hyTnapa, 4Tobbl n3bexarb NoBpexeHus
KOMMOHEHTOB CUCTEeMbl BMaroi.
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naBa 3.

COopka ycTpOMWCTBA W YCTAHOBKA NPOrpaMMHOTO
o0ecnevyeHus ©

37an 1. C6opka MuTaxue 30H4
[Anu c6oc»v ckaHepa iTero Element 50 HoyT6yk) cnefyun'e npuBefeHHbIM repemMeHHoTO ToKa (CKaHTTpytoLLeC yCTPOUCBO) nopt
NNXC UNC'OYKLUAM.

Q KOHUeHTpaTop n MHyp nuTaHusa
KOHLEeHTpaTopa

Q MoacraBka
BoHpg 1 kabenb 30HAa

USB-kabenb Ans NOAKNIOYEHUSA HOYTOYKa U

KOHUeHTpaTopa
MomecTnTe 30HA Ha NOACTABKY MofKNtounTE WHYP NUTAHMA KOHUEHTpaTopa K

KOHLEeHTpaTopy
MoakniounTe nbB-Kabenb K KOHLEHTpPaTopy Mopkntounte USB-kabenb K HOYTOYKY Moaknounte kabenb 30HAA K KOHUEHTpaTopy

[lBa BaXXHblX NnpuMmevyaHunsn.

e KOHLUEHTpPaTop AO/NXEH 6biThb
BCErja NOAKNOYEH K po3eTKe

nepeMeHHOro Toka

e HoOyT6yK fOnXeH 6GblTb NOAKNIOYEH
K po3eTke NepeMeHHOro Toka Ans

BHYTPUPOTOBOrO CKaHnpoBaHmna

MofKkNouNTe WHYP NUTaHUA KOHLEeHTpaTopa K
po3eTke NepemMeHHOro Toka
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JTan 2. 3arpy3Ka nporpamMmmMmHoOro obecneveHns

iTero Element 5D (HoyT6YK)

Lna npaBunbHOM vetdHOBHM nporpaMmHOro o6ecneyeHns U HacTpPoiKu
ckaHepa tTcro Element 5D HOyT6yK' y6enmTechb. 4TO 30HS iTero HafexHo
3aKkpennieH >n"ogenTKe U NOAKNIOYEH K Kouuelnparop> a konwueiitp.itop
NOAKMIOYEH K HOYTOYKY Y6eauTech, 4TO HOYTOYK NOAK/IOYEH K pO3eTKe
nepemMeHHOro roka Bo BpeMsl yCTaHOBKM NPOrpamMMHOro o6ecneveHus

1 HacTpoiika HoyToyKa
A. BkOUMTE HOYTOYK.
B OG6Hr)BTe Windows 40 nocneaHeli sep<uu
2 3arpyskanpo‘'pammHoro obecneyeHuu Hero
A. 3aliinTe B CBOM ALK 31€KTOOHHOM NOY3bl Yepe3 6pay3ep. Haiigute

coobleHne c Temoii -Baw Tero 6bi1 0OTNpaB/ieH = B KOTOPOM
1 "0flepXXarca UHCTPYKUUU

B HaxMuTe Ha cCbiNKy, 4TO6bI NEPeiiTh Ha CTpaHuLy C 3arpy3Koi
npoi pdMMHoto o6ecneyeHus.

C. /nwn enkpolitTe 6pay3ep 1 3aiguTe Ha caiir, ykasas B 6pay3epe
cnepytownii agpec download.ite'oSD.com.
3 YcTaHOBKa MporpammHoOro obecneveHus iTero
A. Haxmute kHonky ~Haua'b .
B. 3anycTute 3arpy>KeHHblii haiin yctaHoBKMU.

C. CnepyiiTe MHCTPYKLMAM Ha 3KpaHe, YTOGbI .3aBEPLWNTL 3arpysKy
nporpammHoro o6ecneveHus iTeio.

Welcome

HacToATenbHO peKoMeHyeTcs perynspHo NpoBepsATb Hanuune
o6HoBNeHni A Windows n yctaHaBnnBaTb Mx. Bknounte aB'omatuyeckue

06HOBMEHUA

Y%Tioke O'KomeungyeTcs Ablx 0anTb UT Windows n TaBopwaTb paboTy
KOMMb>0lepa B KOHLe K.DKAO! 0 AHA, Y10 6bl NPOM3BEN! 1 YC bINOBKY

06HOBNEHUN

Mepep nepBoit ycTaHOBKOW nporpamMmHoro obecneyexus iTero Element 5D
yCcTaHOBUTe BCe JOCTYNHble 06HOBMOMM S Windows. B HOBbIX KOMNbloTEpPax

Ha 6a3e Windows o6HOBNeHNA ycTaHaBAMBalOTCA aBTOMaTUYeCKN

Y’ 06bl NnpoBepuUTbL 06HOBNEHUA Windows, OTKpOMUTe *HacTpoiikne
knasuwa Wiiiclows I). Bboibepute O6HOBNeHMe 1 6eannacHocrb”. a
3<3tem LleH'p o6HOBneHns W ndows « Haxmute [poBepuTb Hanuyue

06HOBNEHNI 1.4TO6bI Y3HaTb, €CTb /I HOBble 06HOBNEHUA

Mepeg HavaNoOM CKaHMPOBaHUA € MOMOLLbLIO cucTemsl iTero Element SO
(HOYTOYK) peKoMeHayeTcs 3aKpbITb APYrye NporpamMmeil.

ITero element 50

BierTveiTido Willkommon Benvenuto Bienvchue

Th* irH3<lal>or< piocesT «/llake about 10
rr rvutes to compTet*

Step t OComubaO Tr« sotfvoare
2 CoxtobcT Tt« «cand «ntt LU 1bl10

Step 3 Cu«to™'ex fQraccouni Mwe STt
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JTan 3. HacTpoiika

M« Vn u-.-n-yrrx G*-- -r Ur;

Bbl6epuTe S3blK U HAXMUTE KHOMKY <>HacTpouTb;>, 4T06bI 3aNyCTUTL MacTep
HacTpOWKu.

iTero

System is Ready

CnepyiiTe NHCTPYKLMAM MacTepa HaCTPOKM Ha IKpaHe, 4To6bl 3aBepLnTb
HacTpoliky iTero Element 5D.
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naBa 4.

WHCTPYKLMS NO IKcnAayaTalumuu

Y6efuTech B TOM, 4TO HOYTOYK MOAK/IOUEH K PO3eTKe NepeMeHHOro Toka,
4/06bl 3/71€.MEHT MUTAHUA He P.UPAANTTA N CKAHUPOBaHME He NPepBanoCh.

BkntounTE HOYTOYK, 4TO6bLI 3arycTUTb Nporpammy iTero

PekomeH/AyeTCs aepXcnb cMcTeMy B pa6oyeM COCTOSHUN B paboyee Bpems,
Y/ \obbl 06ecneunTb Nepegady aiinoB Mexay KabuHeToM cTomarTosiora,
napTHepckumu nabopaTopusimm ctomatonora u LleHtpom Align Technology B
(hoHOBOM pexkume PekoMeHAyeTcs 3aBepLIMTb PaboTy CUCTEMbI B KOHLLE AHS
1 BK/IOUUTH ee yTPOoM.

Beb6-kamepa

NogkntounTe Be6-Kamepy K HOYyTOYKY B COOTBETCTBUM C MHCTPYKLUAMU K
Hel
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nasa S.

WHCTpYyKUUM Mo
00paboTKe, OYNCTKE W
Ne3snHpeKUn ckaHepa

Ob6palleHune coO CKAHUPYW LW UM YyCTPOWCTBOM (30HAOM)

B (.KaHupytowem ycrpoHLTRe HaxogaTcsa Xpynkne KOMMNOHEHTbI, MO3TOMY
C HUM cneflyeT onpalaTbCsi I OCTOPOXHOCTbIO.

O6palleHue c kabenem ckaHupytou ero yctpoiictea

B0 U3GexaH1e BO3MOXHOMO NOBPEXAEHNS, C KabGesieM ckaHepa
criegyet o6pallarbl.a 0COPOXHO

*  Mexay npremMamy naLlMeHToB PEKOMEHAYeTCs pacnyTaTh kabesnb
ckaHepa, 4To6bl He J0NYCTUTL ero N3GbITOHHOTO HATSHKEHNS.

CkaHupytoLLee YCTPOCTBO HEOGXOAMMO HaaexallyM 06pasomM
oumLaTh 1 fe3nHpULMpoBaTh Nepes nepBbIM UCMONb30BaHNEM Y Nepes,
KaxabIM NnocneAyoLmm UCNob30BaHNEM, a Takke He noaHee, Yem
yepe3 30 MUHYT nocse NOCNeAHEro CKaHNpPoBaHWUS.

OumncTka U Ae3MHPeKyns CKaHMPYH L Ero ycTpoicrea
MopsA0K 0UMCTKY 1 Ae3nHAEeKLMN CkaHMpytoLLLero ycTpoiictea YoHaa)

* Cwmouute candeTky 13 6€3BOpCOBOV TKaHN B FOTOBOM K
ncnonb3oBaHnto cpeactee CaviCide 1 v oToXMUTE, YTOGbI TKaHb
CTana c/Blka BNaXHOW.

e luiaternbHO NPOTPUTE 30HA, YTOBbI YA/ T BUAUMBIM 3arpsisHEHUS

¢ HeobxoayMo OCMOTpETb BCE YCTPONCTBO, YTOObI yoeanTbes, 4To Ha
HeM He OCTa/10Chb 3arpsA3HEHNN, Npex/e Yem nepeinTu K creayrowemy
Lwary.

« CMounTe eLle fBe canheTkm N3 6e3BOPCOBOI TKaHU B CPEACTBE
CaviCide 1v oToXmMUTE, YTOBbI TKAHb CTana cnerka BraXHOM.
3arem TLaTeNlbHO NPOTPUTE YCTPOWCTBO, yOeAUBLUKChH, YTO BCE
NOBEPXHOCTH, Kpasi 1 Npopesun o6paboTaHbl. O6paboTka 3aiMeT He
MeHee ? MUHYT

* 3arem cmounTe casiheTky U3 6e3BOPCOBOI TKaHWU AUCTUNNVPOBAHHOM
BO/ZIOM 1 NPOTPUTE BCE NOBEPXHOCTH B TeueHne 15-30 cekyHa.

* 3aTemM BbITPUTE BCE MOBEPXHOCTN HACYXO C MOMOLLbIO CyXWX casitpeTok
13 6e3BOpC OBOI TKaHU.

TexHuyeckoe ob6CcnyXnBaHne U peMOHT
Kamepa He TpebyeT TeXHUYECKOro 06CNyXMBaHUS.
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nasa 6.

CmeHa Hacafok nocne
KaXA0ro nalbeHta

Hacagka iTero Element 5D (HoyT6yk! npegHalHayeHa Ansi npyema o4Horo
nauveH1 n 4o/KHa 3aMEeHATLCS MOC/Ie KaXA0ro N3uMeH1a c Lesbio
npefoTBpaLLEHVsi NePeKPECTHOro 3arpsi3HEHUS.

N5 3aMeHbl HACAZAKM BbINOIHUATE YKa3aHHble HUXe AelicTBus

Moefynpexaemue yTUIU3MpyiiTe Hacafku ckaHepa B COOTBETCTBUM
CO CTaHAAPTHBIMU PAGOUMMM NPOLIEAYPaMM WU MECTHBIMM
npasuamm yTuamsauum MeauLMHCKUX OTXOA0B, 3arpsi3HeHHbIX
6MONOMMYECKAMM BbIAENEHNSIMM

3amMeHa OAHOPAa30Bb X Hacafgok

War2
Cnerka HafjaBuTe Ha 06e CTOPOHbI OAHOPA30BOI HACAAKW, MeA/IeHHO
M3BNEKUTE €€ U3 CKAHUPYIOLLLEro YCTPOIicTBa 1 BbIGPOCHTE.

War 1
|-|pl/l CHUMaHUN nnn HageBaHUM Hacafkn AepxuTe ee 3a cepeanHy.

NPEAYMNPEX AEHWE: onTuyeckasa NnoBepxHoOCTb!

War3
AKKypaTHO HaJBUHbTE HOBYIO HAaca/Ky Ha CKaHMpyloLee YyCTPOICTBO A0 HE npuKacaiiTecb kK onTMYecKoil NoBepXHOCTU. NPUKOCHOBEHME MOXET
LWenuKa, NPUBECTU K NOBPEXAEHUI0. EC/v He06X04MMa YMCTKA, UCTIONb3YiiTe

CaIPETKN 1 aHTUCTATUYECKYIO TKaHb, HAXOASLLMECS BHYTPU KOPOBKU C
Hacazikamu. [l1s NonyyeHns CBEAEHMiA 0 NPaBuIbHOM UCMO/b30BaHWN CM.
yKazaHusi, HaxoasLLMecst B KOPOGKe A1 HACaJoK.
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Hacagku gnsa ckaHepa

Ectb aep, Tiffoa Hacagok, ncefHa3HauYeHHbIX 4151 UCNOb30BaHUS CO
CKaHUPYIOLLMM YCTPOCTBOM (30HAOM):

OpHopasoBas Hacajka

Bpnas Haca/ka /1 CKaHMPOBaHWs NaLyeHTa sBSeTCs 04HOPa30Bo
Bo n36exaHue NepekpecTHOro 3apakeHusl, 3amMeHsiiiTe 6eyto Hacazaky

nocse KaxAoro nauveHTa YTunusupyiite 6enyro Hacagky nocse Kaxzaoro
nauveHa

iTero
Hement

YynakoBouyHas kKopo6ka fNA Hacajok ckaHepa

Hacafku ckaHepa MOXHO 3aKa3aTb OH/laiiH B kopobkax no 2SLuTyk B
marasuHe iTero.

WWWstote.itero.com
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3awmMTHas Hacajka
CuHsia .3aliTHada Hacafka 3almuaeT onTUYeCcKyo NoBepPXHOCTL JINH3, Koraa

CKaHMpytoLLee YCTPOINCTBO He UCNO/b3yeTes. XpaHUTe CUHIOK Hacaaky B
HaZleXXHOM MecTe, UToBbl He NoTepsTh U HRNoAPeLuTH ee



naea 7.

PYKOBOACTBO NO
MCNONb30BaHUI
NOKaNbHOW CETU KNUHUKMN

BeeneHune
CkaHep iTero Element 5D ncnonb3yeT nogxitoyeHve Kk MHTepHeTy no Wi F,
4-"0rlbl OTNP)asiNATh CKaHbl B 06/1aK0 iTero 1 nosyyatb WK U3 HEro.

PekomeHaypn HWCNoNb30BaTh Camyto (OBPeMeHHYHo 6ec TTPOBOAHYIO
TeXHONoru. Huke npmBeaeHbl NonesHble CoBEThI N0 HACTPOiike
Bbl.OKOCKOPOCTHOT O nogkntoyexHnsa no Wi-Fi.

YpoBHM nogxoyeHns Kk NHTepHeTy no Wi-Fi

XopoLunit
Ot -50 fo -60 abm

OTNNYHBIiA
> -bOgbm

qj/\ﬂ-l/l/l Cnabblii

Ot -60 go -70 gbm <-70 pbm

BAXKHO! UT06bI LO6UTLCA MaKCUMasIbHO NPOM3BOAUTENIBHOCTM CKaHepa
iTero Element 5D (HoyTbyk), y6eautech, 4To ypoBeHb curHana Wi-Fi
OTANYHBIN» nnn, MOKpaiiHel mepe, «X0opoLLmii».

NPEOYTIPEXXAEHVE. Mpy ckaHpoBaHWM NauveHTa He nogkaovaiite
Kabesb NokanbHoI ceTu K iTero Element 50 (HOyTOYK) 3TO 3anpeLLeHo no
coobpaxeHussM 6e30nacHOCTU.
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Moprotoska

B Liensix 6e30nNacHOCTU B MOAEMe MapLUpYTU3aTOPe HYXHO BbIGpaTh TvN
3aWmThl WPAN 1 yCTaHOBWTbL Naposb.

Heo6«oaumo, 4Tobbl Bawm T-cneumanncTtbl 6bian Ha paboyem mecTe BO
BPEMsi y< TaMMHKU CkaHepa

ByabTe' 0'0Bbl BBECTU YUYeTHbIE AaHHbIE CETU W i-Fi noruw v NAPO/b

Ha 3Hauke, xapakTepu3ytollem ypoBeHb MiHana Wi-F ans cuctembl,
aonxuu FOPETb Kak MUHUMYM [iBe NOJIOCKW, Kak NMOKa3aHO BhbilLe s [1aBe 2.
[uarHoc 1MPCKAA nHcTpymeHT Connectivity Tool, ykasaHHbIli B

HacTpoiikax, npeanaraeTcs HUXe.

MpoBepbTe NokanbHoe nogknoyeHne no Wi H ¢ 1tobbiM KOMNbIOTEPOM,
NCMNO/b3ys MHCTPYMEHT MOAK/IOUEHNA TTero (3amycTuTe TeCT Kak MOXHO
6/1Ke K MECTOMOJIOXKEHMNIO CkaHepa.

Ckauaiite Connectivity Tool no ccbinke fr Lorthorad.rom\download\
AlignSupport\ConnectivityCbecl<2.0.exe

Hwxe npuBefeHbl HekoTopble coBeTbl VT-cneunanucTy odmca
OTHOCUTE/IbHO TOr0, YTO ClefyeT yuuTbiBaTb BO n3bexaHve npobnem c
AOCivnoM nnu nogkaoveHneM K ckaHepy iTero,

??2>>?>7 TITTITTIT7777 T2TT77>77 7INT7 77777 777 77777777 Align.
7777777777 777777777777 77777 9Q* 443

He 3anpetuaiite FTP-cBSi3b, NOCKO/IbKY CKaHep oTnpas/seT daiinbl
vnpegeT eHHbIX Tunos [,3ds and 3dc/ 3dm>

OTK/ItouMTe NGO NPOKCU-KINEHT AN1s nepefa m faHHbIX yepes ICP/IP.
He nobaBnsiite ckaHep B Kakyto-1v160 Tpynny gomMeHa

He novmeusiuTe HUKaKkyio rpynmnoByio NOAUTUKY Ha CKaHepe, Tak Kak >To
MOXPT HapyLUUTL €10 HOPMasIbHYI0 PagoTy.

PekoMeHAaLuyu No Mmaplipytusatopy

[onmxHbl NoaAepXnBaTbCca MUHMMasbHble cTaHgapTbl: 802.1 1N/ 802,11 AC

PekoMeHAaLumn no NogKA0YEeHUIO K HTepHeTy

YTo6bl JOGUTLCS MaKkCManbHOV NPOM3BOAUTENBHOCTM CkaHepa iTero SO
HOYTOYK), ybeamTech, 4TO CKOPOCTb 3arpy3ku Ballero UHrepHeT-coeAnHEHNS
cocTaB/isieT He MeHee 1 MGUT/C Ha ckaHep. Takke obpaTuTe BHUMaHue,

YTO Ntobble AOMONHUTE bHbIE YCTPOWCTBA, MOAKNOYEHHbIE K IHTEpHETY
napasnenbHo Co CKaHepoM, MOTYT NMOB/IUATL Ha NPOU3BOANTENIBHOCTb
CKaHepa.

bpangmaysp

(OTKpbITble NOPTHI “ec 6paHaMayap paboTaerT):

a 80-HTTP-TCP
p. 443 -HTTPS-TCP
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CoseTbl No Wi-Fi
MapupyTusaTopb! Wi-Fi N03BONSAOT NONY4YUTb AOCTYN K T3aLLEN MHTEPHET-

cucrteme C NOMOLLbHO Ge:nposoaHoro noAKMIYEeHNA NPpakTuYeckn 13 noboro

MOT Ta B Npesenax paavyr afeiicTBus 6ecnpoBofHoi cetm OfHAKO CTeHb!
NOTOJIKN W JONO/IMATA/IbHBI NePeropoaKkM NPUBOASAT K YMEHbLIEHNIO

pajiyca NoKpbITUS N MOLLHOCTU CUTHA/IA Ha cUrHani BAWSIIOT TV MaTenmana
1 POHOBbIV pagMoyar -oTHbIM NyM B B/l HEM JOM® unn odvice

6. Crapaiitech cienalb Tak Y-06bl Ha y4acTke NPOXOXAEHUA cUrHana
MeX/y Maoun.pyT13aropomM 1 pyrumu ceTeBbIMU yCTpoiicTBaMu
KOTTUYECTBO; TEH U NOIOJIKO3 GbIIN .MUHUMa/IbHBIM Kaxkgoe nogo6Hoe
npensATcTBYE MOXET YMEHbLINTb paguyc AeicTBUA M3p-ApyTusatopa Ha
1-3 meTpa (3-9 doyToB!

/. Pa3meLluaiiTe ceTeBble yCTPOIC'Ba 'ak, YTOObI CUTHaT MeXAY HAMMU
nepecekas neperopoaku nepneHankynapHo Jaxe 40BObHO TOHKas
CTEHA MOXET YMEHBLUUTL PaAnyc NOKpbITUA Ha 1MeTp ;3 dyTa), ecnm
Yron NPOXOXAEHNSI CUrHANA YePEe3 CTEHY OT/IMYAETCS OT NPSIMOro yrnia
BCEro Ha 2 rpaflyca. Buensx o6ecneyeHuns HaunyyLwmnx ycnosum npuema
pasmecTuTe BCe YCTpoiicTBa Tak. 4To6bl curHan Wi-F npoxoann vepes
CTEHY U NeperopoaKy nog npsiMbiM yrinom 90 rpaycos)

8 CreneHb ocnabnexysi curHana 3aBucuT OT MaTtepuana, KoTopbli
npeojoneBatT paavoBosHbl. LienbHoMeTanmueckas asepb 1 VHble
MEeTa/I/IOKOHCTPYKLMW MOTYT OTpULATENIbHO BAIMATbL HA CUTHaUT
Wi-Fi. CTapalitecb pacnosioxuTb TOUKM A0C Tyna, 6ecnpoBoHbIe
MapLLPYTN3aTOPbl 1 KOMMbIOTEPbI TAKUM 06pa30oM, YTOBbI CUrHaUT
npMXUANN Yepes nepei PoAKN 3 i NcokapLuHa AN UTKPbI 1ble
[ABepHble NpoeMbl. Takue maTepuasibl, Kak CTeKNo, CTaslb, METaUUT KUpnuY,
6ETOH, 1 Takne 06bEeKTbl Kak CTEHbI C U30ALMENR, pe3epByapbl 4151
BOAb! (akBapuymbl), 3epkana u Lwkadbl gna ymar. CHUKaT ypOBEHb
6ecnpoBOAHOrO curHana.

9. YcTaHoBUTE YCTPOIACTBO iTero Baanm (He meHee 1-2 meTtpa nnu 3-6 chyTos)
OT 3/1EKTPUYECKUX YCTPOICTB MM NPMGOPOB, KOTOPbIE FEHEPUPYIOT
pPaamoyacTOTHBIM LUyM.

10 1cnm Bbl UCNONb3yeTe 6eCnpoBOHbIE TeNEHOHbI C YACTOTOM CUrHania
2,4 [Ty, nnn 6ecnpoBofHble ycTpolicTBa X-10 [Hanpu.Mep, MOTO/OYHbIE
BEHTWUNATOPbI, CBETUIBHUKW U CUCTEMBI AOMaLLHeli 6e3onacHocTw),

KauyecTBO Balleli 6ecnpOBOHON CBA3WN MOXET CEPbE3HO YXYALUMTLCS, NN

MOXET NPOU30IATU 06pPbIB CBA3W. Basa .MHOMMX 6ECNpPOBOAHbIX YCTPOCTB
U3y4YaeT PaAnocurHa, Aaxe eciim yCTpoicTBO He UCMO/b3YeTes.
Pa3mecTvTe npoyune Balv 6eCcnpoBOHble YCTPOWCTBA Kak MOXHO
[asibLle OT CKaHepa ¥ MapLIpyTM3aTopa.

11.6 Bawem kabuHeTe MOXET ObITb 60/1€€ OAHOW aKTUBHOW 6ecnpoBOHON
celn. Kaxgas ceTb UCMosb3yeT OAUH UM HECKO/IbKO KaHasloB. bem
KaHasbl B pyrovi ceTv ABNSIOTCA CMEXHbIMW C kaHasiamm Balleli cetu,
CBS3b MOXET MOCTeneHHO yxyawarbcs. Monpocute UT-otaen npoBeputhb
370 W, €CIN HEOHXOAMMO, N3MEHUTL HOMEepa KaHas0B, UCMosIb3yemMble
Ballieii ceTbio.



MpunoxeHne A.

Neknapauyug EMC

Pe3stome pe3ynbtatoB ucnbiTaHum EMC no iTero Element 5D (HoyT6YyK)

WcnbiTanmne
[JlokymeHTaums (KC 60W1-I1-2. panenst 41 9]

06uwme Tpe6oBaHns kK TMC

BHelwHue APNbIKN

CooTBelcl«ue pyKoBOACTBa NOJibloBaTENS

TOYHCKTb TEXHUYECKOTO ONucaHuns

WanyyeHwne MNEC 60601*b2. paagen 7)

KoHaykTneHOe n3nyyenmne finanaaon yacrtor; I1SO Ky - 30 My

AMucCHOHHOE n3nyyeHve finanasoH yactot. 30 -1000 Mry,

WcnbiTaHne Ha spunccuio rapMoOHN4YEeCKNX TOKOB

VcnblTaHns Ha yCTONYMBOCTL N3MEHEHWAM W KONeBaHNAM HanpsiKeHus
MomexoycToitumsoe | b HEC 60601-1-2. pa3aen 8)

YrroJuMBOrTb K 3neKTpocTaTuyeckum paspsgam (3CP)

YcToitunBocTb K 3/IEKTPOMAarHMUTHbLIM NONSM U3NyYeHna

YCTORYMBOCTb K NONSM, U3Ny4aeMbiM 060pyA0BaHNEM 6eCNPOBOAHOM
cBA3N

YcToi4MBOCTL K KpaTKOBPEMEHHOMY BblGpOCY HanpsixeHus (EFT)

YCTORUMBOCT K UMY bCY MEPEHANPSXKEHNS

YCTONUYMBOCTb K KOHAYKTUBHBIM MOMEXaMm, BbI3BaHHbIM PaAno4yacToOTHbIMU
nonamun

YcTOUMBOCTb KOTKNOUEHNIO 3NEeKTPO3HEPTNN, CHMXKEHUIO YPOBHA
HanpsXXeHns 1 nepenagam Hanps>keHmsa
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CrtaHpapT

*'337en4 «

“aunen >

(=asgen J } |

Nasgen b} i

CIS?R 11

CIS"R 11

Itk 61000-1-’

IEC 61000-3-j

IF( 61000-4-2

IEC 6'000 4

IFC 6'00M-4-1

Itk. bICOO 4 4

1fC5°000-4 S

41

IEC5 000-4

Knacc /Y poBeHb Harpysku

I'pynna | Knacc B
230.120 1 100 B nepemeHHoro Toka (30rw);
220 BnepebleHHoro Toka (M)

Ipynna 1 Knacc B

230 B nepemMeHHoro Toka (SO )
1220 B (60 Iy

230 6 nepemeHHoro Toka (SO )
1220 B (60 My}

Bo3aywwHbiii paspsg 8 kBu IS kB

10,0 B/m; 80 Mruy, 2,7 MTu, 80% AM, 1Ky,

Cnucok yactoT, oT 9 o 28 B/M,
PM (18 Fumnm 217 Ty).PM 1Ky,

12.0KB- B ceTn nepemeHHoro Toka: Ti/Th «5/50 Hc, 100 Ky,

+2.0CM ."t1,0k8DM

72201240 229222222777 2277 (60 77);

CpepiHekBagpatuyeckoe HanpsxeHve 3,0; 6,0
B ceTn 230 B nepeMeHHOro Toka 1 kabene 30H4a;
0,16 4-80 Mrw, 80% AM npun 1 KLy

BceTn 230 B 1 100 B nepemenHoro Toka (SO Iu);
0% - 0.S umkna n 1 umkn;

70% - 2S UMKNOB; 0% - 250 LINKNOB

B ceTn 220 B nepemeHHoro Toka (60 Iu):

0% - 0.5 ynkna n 1upkn:

70% -30 umknos: 0% - 300 unKnos

PesynbTathl

mcnolTaHmnsa

CnOTB-Ineyer
Coouwerc level
CooTeeicTByei

CooieeKTeyci

Coo'Be'Cteyer

Qiliesiui<y/i
~craEiriBAT

QriBiBe

FOOTHPTITHY.-|

CooTBer.iHyci

(.ooTBer.teyet

C.ooTBer;rsypT

CooTBrr-.reyer

CoorseTkTeyer



PykoBogcTBo no akcnayatauuu iTero Element 5D (HOyTOYyK)

MpunoxeHne B

Pycckuii

TexHNnyeckmne xapaktTepuCcTmuKmM cCUCTeMbl

MNosnuwusa

MoHnutop

CkaHep

Pa6ouas uouiHOCTb

Pa6ouas TeHneparypa

TemnepaTtypa xpaHeHWs/TpaHal PTUPOBKM

Pa6ouyee faBNeHue 1 BbICOTA Haf, ypOBHEM MOpst

[laBnieHne 1 BbICOTa Haf, YPOBHEM MOPS A/
XpaMeHWs/TpaHCnopTUPOBKY

OTHOCUTENbHAs BNaXHOCTb

[abapuTbl

Momut?pan» H ly [[[ykuH

-kaHep Y8nse'(Au; ioyHukom <palmorof|HepH Ho feeu

13 -24)B .lepemeHHOLlI11ka ' >0 bT My 4M04YA muna >

18 26 C. 64,4 73,rtf

-> 50'C 23-122 f

MlaBneHue ot >23 a0 260 Mmm pi ¢cT n - b9.10
BbiCOTa Haj YPOBM-*»» Mops 0T 0 40 3 >0 «M-Tpoe

101 kNa|

fasnenne oT 430 [lo 26omm pT ¢’ 10* - 5/ go - 101 kMa)
3bicoTaHaj ypoBHeM unps ot 0 O 45-0 meTpoB

Pa6ouyas. orICYY go TOU!, ansa «pamMemmm 0T 33'--

KoHueHTpaTop Ans

ITero Element SD (noyT6yk);
AnnHa iObMM -3a0oumas)
Wwupuxa 94 mm ; 3.2 awiima’
rny6uHa 16,5 mm |' 1,4 pgroiima!l

WupuHa tJ mm

KoHueHTpaTop Ana Fero AcTteTT 50 yoyt6yk! «0.5 0
CkaHupytouee yctpoiictBo O J7 Kkl i =1 thyHT)

MycToii pyTnap- - 2 a1 - 45 ¢ynTal
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30Hg ITero Element 50:

yluma «46mMm U Wionma-
;. 3amuma)
TyouHa 63mMm 2.’ awiima)

b0 *MK'ac-a aii-.*-

MopcraBka:
Onvna 26?2 mm ' 1)[wiimoBs!
WupuHa 89mm - 3,5a10umal

rnyéuHa 32 mm - 2 agwiimal

- LdyuT,;

iITero

Tenorj -ef ;an |AHjr' ninydyenns

PyTNAp:

BbicOTa 32n >MM -UWgoumoB)
'Hupuna 4S5 um - 18 groiimoB.
Wy6una 18>mMm - Ygoumos!
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iITero element5D

Align Technology, Inc. Align Technology BV.
2820 Orchard Parkway, Arlandaweg 161

San Jose, CA 95134 1043HS Amsterdam
CLLA HwaepnaHab!

Align, Invisalign, ITero u iTero Element ABNS0TCA TOProBbIMK 3HakaMn U/MIn 3Hakamm
o6cnyxunBaHua komnanum Align Technology, Inc. nnn ofHoW 13 ee fOUYEPHUX UK
athunpoBaHHbIX KOMNaHUIi 1 MOTyT 6bITb 3aperncTpuposaHbl B CLUA n/wnn apyrux ctpaHax.

C 2019 Align Technology, Inc. Bce npaBa 3awmiieHbl. 206520 Pen, A
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cucrtema

BU3ya/1N3alNI
VIHCTPYKUWMW NO
NMPUMEHEHUIO
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ABTOpCKME NpaBa ToproBble 3HaKW

Atign Technology Inc. 2019 r. Bce npaBa 3awyeHbl. ViHdopMaums,
npefcTaB/ieHHas B HACTOSILLIEM PYKOBOACTBE, MOXET obITb HIMPHeHa 'Sest
npesABapuTeIbHOTO yBEeOM/IEHNS

Align Technology Inr iTero sBNSOTCA TOProBbIMU MapkaMu 1 UK 3HaKamu
ob6cnyxmanus Align Technology, Inc. nnn ogHOW 13 ee AOYEPHUX N
athchrnmnpoBaHHbIX KOMNaHUM U MOTYT BbITb 3apernctpuposaHsl B CLLUA 1 'unmn
ApYrnX cTpaHax

AnnapaTtHoe 1 npor pam.MHoe o6ecneyeHne, onMcaHHoe B HaCTosLLEeM

pPYKOBOAC!BE, :l0ef0.1aB;'seT s a LOuieeicTeny c 41 OBUPOM O NOKYMKe U 1 Jio6ble apyr ve ToBapHble 3HaKW WUrly sapei C i pypvBaMHble TOBapHble
npefocTaBEHNN YCYT 1 MOXET MCMO/b30Ba"*bCY TO/IbKO B COO'BETCTBUN C 3TUM 3HaKuW, NpefcTaB/eHHble B 3TOM JOKyMeHTe, Ba/IloTCA COGCTBEHHOCTLIO X
[l0roBOpPOM. COOTBETCTBYIOLLMX BafenbLes

HuKakas YacTb HacosILLero OKyMeHTa He MOXET BbITb BOCNPOM3BEAEHa,
CKOMMpOBaHa, CoxpaHeHa B MOUCKOBOI cucTeMe Wnv nepeAaHa Kakvm-

60 cNoco60oM (3/1EKTPOHHbBIM MM MEXaHUYECKUM, 151 Kak1X-nMbo Lenei,
OT/IMYHBIX OT 06LIYHOTO UCMO/b30BaHMs, 63 NpeABapUTENbHOTO NMMCbMEHHOTo
paspelueHuns komnanumn Align Technology Inc

 HaCTOSILLIEM [JOKYMEHTE ON1CbIBAETCS YCTPOCTBO NOYYEHNst ONTUYECKWX CNENKoB
B'TO Element 5P. Bepcus Ha pycckom sisbike. O6HonneHoB Hos6pe2019roaa.

Odmc s CLLA Odmc 8 HupaepnaHpax

LLTta6-kBapTUpa komnaHmm AlignTechnology Ltd. MexayHapogHas wrab-ksapTupa

Align Technology, Inc
2820 OrchareJ Parkway San
lose, California YLl 34

3 Ariel Sharon Boulevard
Or-Yehuda 6037606
M3pannb

Align Technology BV.
Arlandaweg 161
1043HS Amsterdam

Ten. +972 (3) 634-1441
dakc: -k972!3) 634-1440

WWWaligntech.com Ten. -31 (0) 20-586-3600
dakc; +31 (0) 20-586-3751
Ten; +1 (408) 470-1000

®dak.. *1 (408) 470-1010

EC Rte
Cny>K6a noaaep>XKn KIMEHTOB

Align Technology BY
Arlandaweg 161
1043HS Amsterdam

nouTa;
trosupport taligntech.com Huaepnange!

Ten +1 (800) 577-8767

an noura:
orthocadsupportd‘aligntech com
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BBefneHne

BHyrpupoToo0ii ckaHep iTero Element 5D, p3 5pa6oTaHublii komnaHueit Align
Technology, NnpeAl TaHNSIET CO501 COBPEMEHHYIO CUCTEMY, BK/TIOHAIOLLLYIO
ckaHep 1 nporpamMmHoe o6ecneyeHne. OH NO1BOMSAOT BpayaM BbINOMNHTb
LMchpoBOE TPEXMepHOe CkaHMpoBaHWe 3yGOB 1 NpKKyca NauyeHToB, BHOCUTb
KOPPEKTUBIA O CKaHMPOBaHVE B peaslbHOM BPEMEHU 1 NepeaasaTb pesynbTarbl
no 6ecnpoBoAHOI ceTn

[laHHoe pyKOBOACTBO NOMb30BATESIS COAEPXUT 06LLY0 MH(OpMALMIo 1 0630p
NPUIOXeHUs

fpefHa3HauyeHue

sElement 5D npeacTtasnseT coboit BHYTPMPOTOBOW CKaHep C ykasaHHbIMU

Tvoke oyHKLWAMY 1 BapUaHTaMh NCroNE30BaHNS, CkaHep A npunoxeHne obneryaroT BbINOMHEHNE CNeayoLWmX 3aay;

1 ®yHKUMA nonyyeHus ontudeckux cnenkos (CAMMCAM) npefHasHaueHa « TonyyeHne TpexMepHbIX LUGPOBbIX N306paKeHnii 3y6oB, MArkux TkaHel u
AN1a 3anucy Tonorpauyecknx n3obpaxeHuin 3y6oB 1 TkaHeli NosocTn pra. CTPYKTYP MOJIOCTN pTa BO BPEMSA CKaHNPOBaHMS.
[JaHHble, NoslyYeHHbIe ol iTeru, moiyi UCLONL3NBAILCA 4ns WU OOHNEHUS
CTOMaTONOIMYECKNX U3fenunii IHanpumep, BolpaBH1BaTeneli, 6pekeTos,
annaparos W T, [j,) U NpuUHafIeXHOCTel.

« [lpocMoTp Npukyca B peasibHOM BPEMEHM nocrie 3aBepLueHust
CKaHUpPOBaHUS.

¢ YnpaBneHvie 06paboTKoli AaHHbIX.
2. MporpammHoe obecneueHue iTero Element 5D ncnonb3yetcs BMecTe co .
ckaHepoM Hero Element 5D gnis nonyuenus upydposbix 30-M306paxeHuii
3y60B, BHYTPUPOTOBbLIX MATKMX TKaHEN 1 KapTuHbl Npukyca. MporpamMmmHoe
obecneyeHne Hero BbinosnHaeT 06paboTKy AaHHbIX, OCYLLECLLNAA
MHTErpaumio aHHbIX U NX 3KCNOPT /11 U3rOTOB/IEHNA CTOMATOI0TNYECKNX
pectaspauuy CAD/CAM, 0pTOAOHTUYECKUX YCTPONCTB, aGaTMEHTOB 1
npyHagnexHocTeir. MoMUMO AaHHbIX CKAHNPOBAHWS, BO3MOXEH UMMNOPT/
3KCMOPT Pas/INyHbIX AAHHbIX O MaLMeHTax 1 KAMHUYECKNX COCTOSTHUAX
WM MCMOSb30BaHME VX /1S MOAE/MPOBaHNs VmetoTcst Apyrvme dyHKumn, * Hauatb HoBOE CKaHMpoBaHue.

npeAHasHayYeHHbIe [/151 TPOBEPKU M 0BCNYXMBAHWA CUCTEMBI, & Taloke s «  OhopMMUTbL HOBbIVi 3aKa3 A5 CYLLECTBYIOLLEro UM HOBOTO NauyeHTa
ynpaB/ieHUsi 3aKasamu.

OTnpaBka faHHbIX N0 6eCnpoBOAHOM CeTV onpefeeHHbIM NOoCTaBLLVKaM A/ist
13rOTOB/NEHMUs 3y6HBIX MPOTE30B, OPTOLOHTUYECKUX YCTPONCTB, abaTMEHTOB.
aKceccyapoB U T, 4,

«  icnonb3oBaHve faHHbIX B LENSX MOLENMPOBAHNS.

MpunoxeHne Takke BKIOYAET B cebst DYHKLMM YNPaBeHUsi, KOTopble
MNO3BOJISIOT MO/IL30BATEIO:

« [pocMaTpuBaTh TEKyLLVe 3aKasbl

3 dyHkuma NIRI ycTpoiictea ITero Element 5D siBnsieTca gnarHoCTuyecknum
CPefiCTBOM /19 BbISIB/IEHNSI MEX3YOHbIX KAPUO3HbIX MOPaXEeHWI Haf AeCHO
|~ ' ans oTcnexusaHusa pa.3BUTUA TakUX MOPaXKEHNUN.

MpocmartpueaTb n/vnn oTcnexusatb OTnpaB/ieHHblE 3aKa3bl.

B3avmogeiicTue ¢ 31O yHMBepcaanon cuctemoit OCyLLecCTBNAETCA C NOMOLbIO
MOHMTOpPAa C NOSTHOCTbI0 MHTEPAKTUBHLIM CEHCOPHbLIM AnCnsieemM U NpocToro B
NCNoNb30BaHNU CkaHepa, Tonorpad)vuo 3y608 nauymeHTa MOXHO npocmMaTpmBaTb
Ha 3KpaHe BO BpeMs CKaHWPOHaHWH, aonpeaeneHne cteneHn OKKH3un
npukyca MOXHO npoaHasin3npoBaTb NOC/ie 3aBepLUeHNsa CKaHnpoBaHUA.
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naBa 1

Pernctpayusa cuctembl

Q [leMOHCTPaLMOHHbIN pexum

H Haupouka

L[eMOHCTpaLMOHHbIA peXxum

HaxmuTe "[JeMOHCTPaLMOHHbIA PeXUM , YTOGbI 03HAKOMUTLCA C (PYHKLMAMY
CKaHepa 1 BbINOHNTL CKaHWPOBaHWe, He OTNPaBAS CkaHbl. [JeMOHCTPauOHHbIN
pexum npegHasHayeH 18 06y4eHNst HOBbIX COTPYAHWNKOB U TPEHNPOBOK.
CToMaTosorn MoryT B /1060e BPEMSi BOCMO/b30BATLCS [€MOHCTPaLMOHHbBIM
peXxumMom /19 03HaKoOMIEHNA ¢ ycTpoiicTBoM iTero Element 5D, meTogamu
CKaHMpOoBaHWs, PyKoBOACTBaMY MO NPUMEHEHNI0 (hOPM HasHaueHVs1, Tunamm
npakTUYecKnx cnyyaes 1 vH 'epdpelicoM ilero leMOHCTPaLMOHHbIA pexum
0XBaTbIBAET BCE ACMeKTbl NpoLecca CKaHMPOBaHUA 1 BK/OYaeT B cebsl
MHOXeCTBO NpakTU4yeckux cnyyaes. [1a Ballero yao6cTea npegnaraorca
nprvMepsbl KNMHWYECKNX CyyYaeB, cnydyaes Invisalign n optonegnyeckux cnyyaes.

AN TA @ AEMOHCTPALMOHHBIN PeXnUM UCNonb3yeTcs /18 NpakTU4eckoro
CKaHUPOBaHWS, NPU3HaKaMMN ero UCMoNb30BaHUsA GyAyT cierka nonocarbli
¢hoH 1 KpacHast MeTKa B BEPXHEM JIEBOM Yry. J106ble CKaHbl, NONYyYEHHbIE B
[LeMOHCTPALMOHHOM PeXuMe, HENb3S COXPaHWUTb U OTNPaBUTL AN NeYeHus
naupeHnTa. JocTyn K AeMOHCTPaLMOHHOMY PEXUMY MOXHO NOMYYUTb Ha IKpaHe
NPUBETCTBUS, UMK B Nt06OK MOMEHT HaXaB KHOMKY € norotunom Hero Element Ha
HauyaslbHOM 3KpaHe.

HacTpoiika

HaxmuTe “HacTpolika", 4To6bl 3aperncTprpoBaTh Balll ckaHep. MoaroToBbTe
CBO€ UMS NoJib3oBaTtesisi, Naposb U MAEHTUMUKATOP KOMNaHUN 1 3aBepLIEHNS
npouecca peructpauyun Bbl noayunte cooblyeHne no aNeKTPOHHOI noyte

oT npeacTasuTens MNeTo ¢ y4eTHbIMK AaHHbIMU A4/18 BXOAA U NOAPO6GHON
nHhopmaumeli 0 ToM, Kak BbINOSIHUTL NpoLeAypy HaCTPOKK.
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Connect

Pt«ds« select oetwecffc. fin security det«is if needed jnd then press
‘Coorsea*

Time Zone
Ptedse select yout time "one

1 Bbl6epuTe COOTBETCTBYIOLLEE CETEBOE NOAK/TIOYEHNE A 3apeructpupyiite cuctemy

Verifying Communications with Align
Network Connection OK

Ali*n Servers.. OK

Fi*e Servers  OK

Download Speed OK.JO Ktppi

Uptoad Speed OK.8 Mbps

Completed

2. TpoBepKa ceTeBOro NOAK/IYEHUA 4. Cuctema 3apervctpuposaHa
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iTero

Verifying Communications with Align
r*etwor«iConnection, W

AinSetven. K

File 5er.cru  OK

Do*im4»0 SpeeO Ok. 20 Mbps

Uploid Speed OK.d Mbps

Completed

5 [pumuTte yrnoBua MLENTUOHHOTO CorslaleHns 7 Cwucrtemarortosa

Updating to Latest Version...
Checking foruograoe System is up to date

Completed

@ O6HoBneHve NO go nocnepHeit Bepcun
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[naBa 2.
BXo4 B npunoxeHne And ckaHepa

Bxog

Mocne BkNOUYEHMM CcK. mepa NosIM/IHErcY aKpaH BxoAa B cuctemy >Tero Element 5D

CsefieHus 0 nosb3osaresne
Co3gaHue akkayHTa

3abbIT Naposnb

o O O F

Bxop

I'IO,quTOBbTe yyeTHble jlaHHble CBOEro akkayHTa MyiTerO ANA BXo4a B cuctemy
ckaHepa iTero Bam HyHO 6GyaeT BBECTU CBOE WMS, apec 3/1eKTPOHHOI NoYTl
akkayHTa v naposb 3anonHuTte Bce HeO6XOA|/|Mb|e nons N HaXXMNTE KHOMKY
«BOWT».

Co3sfaHue akkayHTa

[Ns co3aHns akkayHTa HaXMUTE KHOMKY B HXHEN 4acTu akpaHa ¢ Hagnucbio
Ao03aaTh akkayHT». BBeauTe agpec 3N1eKTPOHHOM NoUThl U co3AaiiTe akkayHT Ans
TUNb30BaHWsA co ckaHepoM fTero n Ha caiite MyiTero.com

3abbIT Naponb

Penu Bbl 3a6bl1M CBOI Naposib, HAXKMUTE KHOMKY B HUXHEN YacTh akpaHa ¢
HaAnMcblo «3abbiT Naposib» BBeaguTe afpec 3MEKTPOHHOM NOYTh Ballero
akKayHTa, Ha KOTOpbIii 6yAeT OTNpaB/eH BPeMEHHbIM Naposib. Vi oTBeTbTE Ha
3apaHee onpeaeneHHblil CEeKPETHbI BONPOC U Noy4YnTe AOCTYN K aKKayHTY co
ckaHepa.
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[nasa 3.
OCHOBHble yHKUNUN iTero Element 5D

HavanbHblit 3KkpaH

CHj'ianbHOi 0 ?xp:1Ha iTero Element 5D MCpXHO NOTy4m b JOCTYN KO BCEM
OCHOBHbIM (DYHKLMAM NporpamMmmHoro o6ecrneyeHust iTero.

Hwxe npuBeeHO 1 robp/HKeHne HauyasTbHOTO aKpaHa NpunoXeHus iTero Flemenr SD.

Q OCHOBHbIE 3HAYKM Ha4YaIbHOro 3KpaHa

Q 3Haukm cny>xebHbIX NporpaMm

Colr»

OCHOBHbI€ 3HauKy pabouero cTosna

Ha Haya/lbHOM 3KpaHe UMeeTCs YeTbIPe OCHOBHbIX 3Ha4ka MPOrpaMMHOro
obecneyeHus iTero Element 30.

HoBoe ckaHWpoBaHMe. YTobbl Ha4aTb HOBOE CKaHVWpOBaHUe nauveHTa,
moepyiTe 3HaY0K «HOBOE CKaHVMpOBaHVEe*». BblGpaB 3TOT 3HAYOK HA HA4a/IbHOM
)K aHe, Bbl NepeiigeTe k hopme iTero Rx, 4TO6bI 3aN0HUTL (HOPMY Ha3HAYEHNS!
TV#4 nauyenTa n HauaTh ckaHMpoBaHe.

MauneHnTsl. YTo6bI HaliT1 M1060ro naumemMra B cucteme, Bobibepure 3Ha4oK
«MaumneHTbI'. Bbibpas aTor 3HAY0K Ha HaYa/IbHOM 3KpaHe, Bbl nepeiigeTe Ha
cTpaHuLy «lMauyeHTbl». 34ech Bbl MOXETe HaliTU onpefenieHHOro nauveHTa,
NPOCMOTPETb HEAABHUX NaLUMEHTOB, MPOCMOTPETL CKaHbl, MONYYUTb 4OCTYN K
iTero TimeLapse, NpoCMOTPETb KAPTOUKM NaUMEHTOB, 406aBUTb HOBbIE CKaHbl WX
[06aBUTb MaH NeveHus.

3akasbl. YTo6bl NPOCMOTPETH CTATYC BaLLMX 3aKa30B, BbIGEPUTE 3HAUOK «3aKasbh».
BbI6paB 3TOT 3HAYOK Ma HAaua/IbHOM 3KpaHe, Bbl NepeiigeTe K CNcKy TeKyLmX Uim
OTNPAaB/EHHbIX 3aKa30B.

Coo6LeHns. YTobbl npounTaTh COO6LLEHNS, BbibGepuTe 3HAY0K «COO06LLEHNS»
JTOT 3HAYOK Ha HaYa/IbHOM 3KpaHe OTKPbIBAET Namnky BXOASALLMX COOBLLEHWiA, rae
Bbl MOXETe MpouMTaTh NocneAHVe yBeOMIEHUs 0T KomnaHuu Align o HOBbIX
06HOBNEHUSIX, YYYLLEHHbIX (OYHKLMSAX, YCOBEPLLEHCTBOBAHHbLIX UHCTPYMEHTaX U
noc NefHuX paspaboTkax.
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3HauKU CNy>KeGHbIX NMPorpamMm

ONemMeHT nuTaHus. Ytobbl NPOCMOTPETh 3apsif, BHELLUHErO 31EMEHTa NUTaHNA
iTefO, HaXXMWTE 3HAYOK 'DNeMeHT NUTaHus». MosBUTCA NHAMKATOP 3apsja
3neMeH'a MUTaHns, ykasbiBaloLniA AIMTENbHOCTb paboT» OT aeMeHTa MUTaHns
iTero Element 5D oe3 noa3apsigkyn CVIMBO/T MOSTHUM Ha 3HAYKe 3/1eMeHTa nuTaHus
03Ha4aeT, YTo anemeH! NuTaHus 3apshkaetcs MNprmevaHune. Sra yHKUWSA
nNpucyTCTBYET TO/MIbKO B NOAAEepXMBaeMbIX ckaHepax iTero Eletrient SO

YuebHbIii LeHTp. UTo6bl NONYUYMTbAOCTYN K y4ebHbIM MaTeomanam v yue6HbIM
BU/EO A/151 Ballero iTero Element 5D. HaXXMUTE 3HAYOK -Y4YebHbIA LEHTP..

6/10KMPOBKa. YTOGbI BbIT/TM U3 akkayHTa, Koraa iTpto Flement sb we
1Cnosb3yeTcs, HaXMUTe 3Ha4yoK 'BiokMpoBka . 310 06ecneunt ycrnosus as
COOTBETCTBUSA CTOMATO/I0rMYecKoli npakTuky TpeboBaHuam HIPAA 1 ans 3awmTbl
BCE MeANLMHCKOW nHchopmaLmu.

CTpoliku. YTo6bl HACTPOMTL NapaMeTpbl cBoero Toro Element 5D, Takue kak
PH dovrypauwst 3oHA4a, nokanusauus, nonb3oBaTe IbCkue HaCTPokn U T. 4,
"HaXKMWUTE 3HAYOK "HacTpoiikmx»

CnpaBka. UToBbl HaliTW HEOBXOAMMbIE 3HAUKW HA HAYaIbHOM 3KpaHe W MoJlyunTb
MOJIE3HbIE COBETHI, HAXKMUTE 3HAUOK «CripaBkax». Bnpo3payHoM OKHe CripaBku
cofiepxarcsi nonesHble CBefeHUs 0 QoyHKLMAX U UHCTPYMeHTax. 8 /1060l MOMEHT
HaXKMWUTE 3HAYOK CPaBKM /1S NOJTyYeHUs NOMOLLM. HaxmMuTe B 10GOM MecTe,
UTO6bI 3aKPbITh 3KPaH CMPaBKK Y BEPHYTLCS K TEKYLLEMY OKHY. /13 okHa CipaBku
MOXHO 06paTUTLCS B CYX6Y NOAAEPXKKA K/IMEHTOB.
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JKecTbl CEHCOPHOro 3KpaHa

MpunoxeHue iTero Element 5D nogaepxviBaeT )eCTbl CEHCOPHOTO (W
My/1bIMCECOPHOL0) 3KpaHa :JIn XeCTbl ABNSAIOTCS rTpefonpeseneHHbIMU ABWKEHUSMK,
1, NONblyemMbIMU /11 B3aMMOZENCTBUS C My /TbIMCEHCOPHbLIMW YCTPOCTBaMM.

MpuMepbl pacnpoc 1[>aHeHHHX XXeCTOB CEH. OPHOrO XpaHa:

MpokpyTka

Racanwe 2 Nanbusvia VReANIYCHNE MACLITIO

ManopaMuposanne
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ANeMeHTbI YNpaBeHUs 30HA0M

BokoBble KHOMKN

Q ‘aunaa

BOKOBblE KHOMKU. HaxXMuUTe 1 OTNyCTUTE NHOGYI0 U3 BOKOBbLIX KHOMOK Ha
30HA€, YTOObI HAaYaTb UM OCTAHOBUTbL CKAHT/IPOBauMe. HaXmuTe KHOMKK
O/MOBPEMEYHO. YTOGbl aKTVBMPOBATb Tauras,

Taunag, MNMocne aktusauuy nNposeauTe Tansbu-'m B/IEBO WM BNPABOo No Tavnagy
JHA nepemenTeHNsE MeX Y CEerMeHTamu CKaHUPOBaHWUS.

TKMUTP 1 yAepXuBaiiTe Taunag, 4Tobbl (hyHKLMS TMpoCkona MoT/ia BpalaTb
SIoLieMM HaL 3KpaHe.

[ eMOHCTPALMOHHbIA PexXum

YT06bl NEpeinTn B L€ MOHCTPALVIOHHBIA pexum, HaxkmuTe n.orotun iTero Element
B BEpXHeli 1eBOI YacTn HauasIbHOro akpaHa. MosABUTCA MEHIO, r4e MOXHO HaxaTb
></IeMOHITPaLMOHHbIV pexum:> nin «OTMeHa U BEPHYTLCA K Ha4a/lbHOMY 3KpaHy.
[JleMOHCTPaLMOHHbI pexuM obnagaeT Toi xe YHKLMOHANIbHOCTbIO, YTO 1
06bIYHbIN pabounii pexxum Hukakue AaHHble He ByyT COXPaHATLCS.

Q J1eMOHCTPATbIOHHbI pPeXxum
Q Bbixog B Windows

OTmeHa
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flemoHCTpaunoHHbIi pexum. 3aMycTUTe 4EMOHCTPALVOHHBIN PEXUM ANS
| peHNpoBKN 6€3 CoKpaHeHUs Kaknx-nnmbo AaHHbIX.

Buixos B Windows. Bbixog 3 nHTepdpeiica iTero v Bosspart B WincJows
MpymeyaHne, OCTYNHO TO/MLKO Ha YCTPoicTBaxX iTero ¢ HOyTGYKOM.

OTmena. BbIXOA U3 TEKYLLET O OKHA U MOTBpar K 06bIYHOMY VC T'0/Ib30€aHUI0.

D

n Q MeTka ,eMOHCTPaLMOHHOIO pexumMa

Q Monocartblii doH

NHanKaTop LEMOHCTPALUUOHHOIO pexuma. KpaCHbIVI nHaukartop, ropﬂu.l,vu7| npu
ncnosib3oBaHUN AeMOHCTPaULNOHHOIo pexnma.

Monocatsiii (POH. MonocaThbiii HOH NOSIBAISIETCS BO BPEMSsI CKaHWPOBaHUsA. OH
npeAHasHaveH /1 HeJONYLIEHUsI CKAHUPOBAHWS peasibHbIX NaLWNEHTOB B
LEMOHCTPALVIOHHOM pexume.

TpeHupyiiTe NGy YacTb 06CNEA0BAHUS NALMEHTA. Mo 6bie cKaHbl,
NONyYeHHbIe B [EMOHCTPaALUMOHHOM PEXNME, HeNb3A OTNPaBUTbL ANA eYeHns
cuenTa. YTOBbI BbINTW N3 A€MOHCTPALMOHHOTO peXnMa, BEpHUTECH Ha
?4aslbHbIA 3KpaH W HaxxMKTe norotun iTero Element. MosiBUTCS MeHI0 An1st
BbIXO/a 13 [IEMOHCTPALIMOHHOIO pexvima
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["naBa 4.

CoobleHNs

A D Bxogsive

OTmeTn's KdK HenpounTtaHHoe

HaxxmuTe 3HauoK ;<COOBLUEHUS» HA HAYaI&HOM 3KpaHe, YToGbl MPOCMOTPETH
yBejoMNeHns, 06HOBNEHNSA 1 Apyrue cooblueHns oT Align Technology. B neBoii
4acTu CTPaHWLbl Bbl MOXETE BbICTPO HaliTV onpefeneHHble COOBLLEHNs Mo
Ha3BaHMIO TEMbI UMM HXXMUTE NPaBYHo YacTb 3KpaHa U NPOKPYTUTE CTPaHULY
BHUW3, 4TOGbI HaliTV onpeenieHHoe coobLieHne. YTobbl OTMETUTbL kakoe-mbo
COO6LLEHNe KaK HenpoYnTaHHoe, HaxMuTe <OTMETUTb Kak HEMPOYNTaHHOE».
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nasa 5.
JaKasbl

Hr«mMuTp HH ?HN40K YTOObI NPIX MTPETb TIKYLLMP NN OTAPAHNPHHbIE

A LU Tekywme

Q OTnpasneHHble

TekyLume. CkaHbl, KOTOPbIE He 6blAN OTNPAB/MEHbI.

OTnpas/ieHHble 3aKa3bl. 3aKasbl, KOTOPble 6bUIM OTNPaB/EeHbl. HaxmmTe Ha No6oli
3akas3, 4To6bl NPOBEPUTL CTATYC CKaHMPOBAHWS.

Mpu HAXaTUM Ha OTNPABNEHHbIN 3aKa3 0TOBPaXKAKOTCA TNeNytoLLMe NapamMeTpsl B
3aBMCHMMOCTY OT TUMA Ciyyasi.

MpocmoTpeTh HasHaueHue. MPOCMOTP Ha3HAYEHUsI ITOMY 3aKasy.
*e/ICTBO NPOCMOTpa. MPOCMOTP CKAHOB 3tOMY 3aKasy

[06aBnTb HasHayeHue. [lobasneHne HasHauYeHUs No 3ToMy 3akasy (MPUMEHUMO
TO/IbKO K OPTOLOHTUYECKNM 3aKasam v OCTYNHO He Gonee 21 AHs nocne
CKaHMpoBaHUs).

Bpauu Invisalign Tawke MoryT Bblbupatb yHKUMM Invisahgn, Takue kak
«MogenvpoBaHue pesynbtata Invisalign».
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["naBa 6.

CkaHupoBaHu©

HauaTtb HOBOE CKaHMpoBaHue

Y’ 06bl HAYNTb HOBOE CKaHMpOBaHWe, H,DK\nTe "MNHOK «HoBOe CK.IMUPOBMHVE &
Ha HaYaNlbHOM 3KpaHe UM HaXXKMUTEe KHOMKY BHOBOE CKaHMpoBaHue»- Ha
cTpaHuLe nauueHTa.

B? New Scan O

~Ne auok «HasHaueHue»'. MepBbiii 3Tan o NpoLecce HOBOTO CKaHWPOBaHMs,
ANONHUTE (DOPMY Ha3HAYEHNS T MH(DOPMALMEN O NauMeHTe, TUMOM crlyyas 1
NpUMeYaHNsIMU.

3HavyokK «CkaHMpoBaTb», BTODOVI 3Tan B npouecce HOBOro CkaHMpoBaHuA
BbInonHUTe ckaHMpoBaHue naumeHTa 47 nosly4yeHnsa HoBOro ckaHa.

3HAYOK «Bug 1 NpocMoTp». TpeTwii aTan B NPOLIECCe HOBOTO CKaHUPOBaHUS
MpocMoTpUTe CKaH 1 y6eauTech, UTO BCe HEOBXOAMMbIe faHHbIe Gblav NMOMyYeHbl

3Ha4yoK «OTNPaBuTL ONMcaHue cnydas». MNocnegHuwii atan B npoLecce HOBOTO
ckaHvpoBaHus. MoanuwuTe hopmy OATBEPXKAEHNMN 1 OTNPaBbTe OnucaHue
Crlyyas B XpaHuvLLe Win MHOe MeCTo 415 [ONOSHUTENIbHON 06paboTku.

Q VHcbopmaums o naupeHTe
Q Tun cnyyasa

Q MpumeyaHua

[na pectaBpauuy BbibepuTe TUN Cyyas U NoTpe6HOCTK B pecTaspauuu. [ns
OpPTOAOHTUYECKMX CNyyaes, Takux kak Invisalign unu iRecord, Bbibepute TMn
cnyyas v BBeAUTE MHADOPMaLMIO O NauyeHTe.
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Cl» » N> 0 BoiBepuTe nabooatopuioans

O'HpaBKW JaHHbIK

BbiGepuTe TMN pecTaBpauum 13
BblNajaoLLc o crvcka

YT06bl HAYaTb CKaHMpPOBaHME, HAXXMUTE 3HAYOK CKaHUPOBaHWUS.

MopenupoBaHvie B peasibHOM BPeMeHU
BugovckaTtens

LiseT

o O O O

PesybTaThl CKaHUPOBaHNS
MNepekniounTb BUE,

Q YBenuuuTb Bug

PesynbTaTbl CKaHMPOBaHUs. MPOCMOTP OTCYTCTBYHOLLEro 3y6a, MArKuX TKaHel
UMW CTPYKTYPbl POTOBOV MOIOCTU BO BPEMSi CKAHUPOBAHMS

LiBeT. Mepek/toueHre co CKaHMPOBaHKS Ha MPOCMOTP B LIBETE
Bugouckatesnb. MPOCMOTP TEKYLLEro NOMOXeHNs 30HAa.

MepekniounTb BUA. MNepekntoueHne Mexay LBeTHbIM 1306paxkeHre.M 1
n3obpaxeHvem NIRI B Bugovckarene

Ysenuuuts Bug. MNepekitoveHne Ha 60/1bLLIOV BuAoUckaTenb B cepeanHe akpaHa
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iTero

Mocne noocmodpii i KHHd noanuunte chopmy Hd }HaueH?s 1 oTnpr»BeTe CkaH A1y
3aBepLUeHus npoviecca.
> ». *6 o M Toneans nognucu
Q BuUCTUTL

11oATBPPAUTLY OTNPABUTL

LT xJ

Mone ans nognucuy. MocTaBbTe 34eCh CBO NOANUCH NasibLeM. OTMeTbTe
«COXpaH1Tb NOAMNUCH», YTOGbI COXPaHUTb MOANUCH A/151 AasibHeLIEero
ncnonb3oBaHus. OTMeTbTe  Bosblue He NMokasbiBaTb», Y 00bl UCKMIOUUTL 3TOT 3Tan.

OunCTUTL. YauieHme nognucu n3 CooTBETCTBYIOLLErO MosIA.

MoATBEPANTL M OTNPABUTL. Y6eauTech, UTO CKaH NPOBEPEeH, 1 OTNpaBbLTe ero B
N1a00paTopUIo UMK XpaHumLLe iTero.
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naBa 7.

OkHa 1Tero Element 5D

Momumo ckaHnpoBaHus, ckaHep flero tiement 5D o6ecneunBaeT BU3yanm3aLmto
B 61vdKHen nHdpakpacHoii obnactn (NIRI), 3o6paxenns NIRI 1 LBeTHble
n3oopaxeHus View-mder MOXHO NOy4MTb BO BPEMSI CKaHUPOBaHUA U
NPOCMOTPETbL NOC/Ie ETO 3aBEPLLEHUS.

VIHCTPYMEHT NpoCcMOoTpa B CUCTEME BU3yanu3almm
iTero Element 5D

Ilocne 3aBepLUEHNS CKAHMPOBAHUS HAXXMUTE 3HAYOK '<Bug 1 MPoCMoTp >
NPOCMOTPUTE CKaH N y6eamnTech, YTO BCe HEOOX0AMMbIE faHHble N0 TPebyeMbIM
yacTsiM poTOBOIA NONOCTK, BKtoYasi n3o6paxeHns NIRI v LBETHbIE N306paXEHNS.

MHCTpYyMeHT npocmoTpa

Q Nyna

WHcTpymeHT npocmoTpa. [103BONSET NPOCMATPMBATL LBETHbIE N306paXeHnsa n
n3o6paxeHns NIR!, nony4YeHHble BO BPEMS CKaHWPOBaHWS.

Nyna. MNpu nepetackuBaHny Nynbl HA CKaH LiBETHbIE VI306pa)KeHVIFI n V|306pa)KeHVIFI
-R1 oTo6paxatoTca B COOTBETCTBUM C MECTONOSIOKEHVNEM flyMbl HA CKaHe.
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Q Kiokaysennuphus manutana

Q MaHenb MHCTPYMEMIOB SIPKOCTU 1
KOHTPaCTHOCTU

KHonka yBenuyeHus macwraba. OkHo Bugonckatens 6yAeT yBemueHo, 1 3 Hem
mjvjft oTo6paxaTbCcs TO/bKO onpefesieHHoe nanbpaxeHue.

naHesib MHCTPYMEHTOB APKOCTU U KOHTPaACTHOCTK. [locTyn K naHenu
WHCTPYMEHTOB [/11 OETy/IMPOBKN APKOCTU N KOHTOAC' HOCTW.

Mocne npocmoTpa 1 NOATBEPXAEHNSA TOTO, YTO CKaH COAEPXUT A0C’ aTOYHO
AaHHbIC, MOXHO ncnonbTonNaTb cneaywwme beHKLI,VIVI ANnA npocMoTpa UBeTHOro
nin MOHOXPOMHOTO CKaHa, pefakTtupoBaHUA CKaHa, yaasieHUAa NOCTOPOHHUX
VIIOGpa)KeHVIVI nypaneHnsa AoNOoNTHUTEIbHbIX OTCKaHUPOBAaHHbIX MaTtepuasioB

Mcnonb3oBaHme NIRI

NIRI o6ecneumBaeT BU3ya/n3aLmio BHYTPEHHEN CTPYKTYpbl 3y6a.

Mpo30oayYyHOCTb CTPYKTYpbl ONpeaensieT ypoBeHb ApkoCcTh B n3obpaxeHnn NIRI:
4Yem TeMHee 06bEKT, TEM BbiLLie ero NPO3payHOCTb Y HA06OPOT.

3[0poBas 3Maslb BbIFNAAUT TEMHOM, NONYNPO3PAYHO, a AEHTUH WU Kapuec
MeHee MPo3payHbIMK 1 BbIFIAAT sipye.

MpokcrmanbHoe nopaxeHne GyAeT 0To6paxaThCs B BUAE APKUX nosocyatbix/
K/IMHOBUAHbIX 3/IEMEHTOB, KaK Ha N306paKeHN Bbille, B 3TOM Cly4yae
NPOKCMMasibHOe NopaeHne Npoc TUPAeTCsl 40 CamMoro AEeHTUHA,
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V13mMeHeHVe yrna 0633pa BOKpYr Takoii 06/1acTvi MOXET faTb 60/blue
MH(OPMALMN OTHOCUTESNILHO € ry6UHBI, B TO BPCMZ, Kak UCNo/b30BaHue
LIBETHOTO M306PaXEHNS MOXKET NOMOYb NOCTABUTH AMArHO3, a TAKXKe ONpeaeuTh
Cepbe3HOCTb NOPAKEHUIA.

BoHoMHeHVe K MRI LiBETHbIE M306paXXEHUN Taloke NPesoc TaHIoT
[0NONHUTENBHYI0 UHOPMALIMIO O 340P0Bbe 3y6a M NOMOTAKOT B AUArHOC TUKE.

MpuBeaeHHoe Bblille n3obpaxeHune NIRI 4eMOHCTPUPYeT ABa NPOKCUMaIbHbIX
NooaXeHUs1, 06BefjeHHbIX KpacHbIM, KOTOPble NPOCTUPAKOTCS 40 CaMOro
[IEHTWHa, B TO BPEMA KaK LBETHOE M300paXKeHVe NomoraeT onpeaenuTb, 4to
ouaryt MPOKCUMasibHbI, @ HE OKK/HO3MOHHbI, MOCKOJIbKY B CBA3aHHBIX 06/1aCTAX
OKK/T03VMIOHHOI MOBEPXHOCTW He NOABNAOTCS Gerble/KopuuneBble NATHA.
TeMHbIE IMHUK, OTMEUYEHHbIE CUHUMU CTPE/IKaMK, YKa3blBaloT Ha OKK/TIO3NOHHbIE

thuccypbl

MpumeyaHre. CUNLHO HeNpPo3pauHble 3y6bl BYAYT UMETL HU3KYHO NMPO3PAYHOCTL
3Manu, Yt caenaet ee 6onee IPKON N MOXET BbI3BaTb 3aTpyAHEHUS B
MOHMMAaHUN BHYTPEHHUX CTPYKTYP 3y6a, PasfiMueHnn 3Manm 1 IeHTUHa, YTo
MOB/IMSET HA CMOCOBHOCTL 0GHAPYXKMBATb NPOKCUMANBHBIA Kapuec. Kpome Toro,
HEKOTOpbIE NJIOMGUPOBOYHbIE MaTEPUaIbl, TAKME KaK aMasibrama, Hempo3payHbl
475 MRI, UTO 03HAY@eT, YTO OHM MOTYT MACKMPOBATb NOPAKEHUS NOZ HAMM

13060axeHns NIRI Hapagy ¢ LBETHbIMU 1306paXKEHNAMI MOTYT MOMOYb B
06HapyXeHUN NPOKCUMAasbHOTO Kapueca
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MpoKcuManbHbI Kapunec

OueHKa BbINOIHEHA B COOTBETCTBMM €O cTaHAapTom ICDAS-II

* Bpoposas amanb 6yfeT BbIrnageT 6€3 KakMX-M60 3aMETHbIX APKUX NATEH,
10 ecTb 6y/JeT HarNoMVHaTb TEMHOE KO/bLIO, OKpYXXatoLLee HPKUW BHYTPEHHWIA
Kpyr, NpefCcTaBNALWMA AEHTUH

= Kapuec amManv nNposiBfsieTcs B BULE APKOTO NMSTHA, He AOXOAALLEr0 0 AeHTUHA.

« Kapuiec, LOCTUralOWMi IMHAM 3MaNeBOAEHTUHHOTO COeANHEHNS!, ByaeT
BbIINAAETb Kak CBET/I0E NATHO Ha TETMHOM KO/bLie 3Masn, KOTOpPoe
COEANHSIETC  IPKUM LEHTUHOM.

* fIpKOe MATHO Ha 3Ma/I1, KOTOPOE 3HAYNTENIbHO COeAMNHAETCH CO CBET/ILIM
AEHTUHOM, MOXET yKa3blBaTb Ha ,Cl,eHTVIHHbITVI'K?»BVITVIOOBaHHbIVI Kapuec.

Proximal scoring:
Clinical

O Sound

1 Enamel

2 EDJ

3 Dentin/
Cavitated
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lnasa 8.
MauneHThl

Hn HavyanbHOM HOKMUTP 3HAYOK -MaLMeHTbl \ UTo6bl HaLTL, NaLreHTa
1 €10 CKaHbl HaXmuTe Ha MMs NauyeHTa, YTobbl [06aBNTb HOBbIN CKaH Wik
NPOCMOTPETH NPEAbIAYLLUE CKaHbI

CthaHunya TaumeHta

Q MNanenl

CtpaHuua nauveHTa. MPocMOTP MaLMEHT0B, CKaHOB NauMeHTa B
XPOHONO(M4eckom nopsake, Aoctyn K iTero limelLapse wm fo6asneHne HOBOro
cKaHa.

MaHenb novicka louck onpefeneHHbIX NauneHToB Mo UMEHN UM HoOMepy
KapTO4KW.
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lnasa 9.
iTero TimelLapse

tTpfo Tine apse cpasHWBaeT paHee nony4eHH-"0 inexv'epHhie ckaHbl nauueHTa,
uT06bI BPay MOT BUAETb 3MEHEHNS 3y60B, CTPYKTYP 3y60B 1 MATKMX TKaHei
nonoctn Old naumneHTa.

Ecnn ckaHnpoBaHWe nauueHTa OcyLLecTBAsIeTCS -a PerynsipHoii ocHoBe,
TO pe3ynbTaTbl MOTYT 6biTb MPOAHANN3UPOBAHbI C MOMOLLLIO UHCTPYMEHTa
iTeroTine-apse.

B npodune naypeHTa BblbepuTe ABa CKaHa Ha BPEMEHHOW LLKane B HXHel
yacTu aKpaHa. 3aTeM HaXMUTE KHOMKY ‘ CpaBHWTL BbiGpaHHble  YTOGbI
npuaHanm TMpoBaTb CKaHbl.

) BpemeHHas wkana
Q ®niaxkn Bbl6Opa CKaHNPOBaHWA

CpaBHUTb BbIGPaHHbIE

"oeMeHHas Wwkana. CkaHbl NauneHTa, cenaHHble Yepes onpepeneHHble
3MEXYTKN BPEMEHMN.

®naxkn Bbl6opa CKaHOB. BbiGpaHHble CKaHbl A1 CPaBHEHUS U BU3yaM3aLmmn B
iTero TimelLapse.

CpaBHUTb BblGpaHHble. AHanM3 ckaMos ¢ nomoLbto iTero TimeLapse.
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LiBeTOBaA MapK1poBKa
Nyna
OKHO3HMMaLWn

Buaymoe b LiBeTa

o FE O O O

Bocnpown3eeseHune’naysa

LiBeToBas MapKkupoBKa. BbifjeneHHble HaCbILLEHHbIM LIBETOM obnactu ¢
HamMBONbLUINM KONIMYECTBOM M3MEHEHMIA mexay ckaHamu. LLikana I/I3MepeHI/II7I B
MUNNUMeTpax.

Nlyna. ins getanbHOro NpocmMoTpa 06/1acTeit 1 BU3yann3aLnm UHTePecyoLLmX
t0YeK B OKHE aHMMauwu. MepeTawyuTe nyny 13 oKHa aHUMALMN B MHTEPECYIOLLYIO
0601aCTb, 4TO6bI YBENUUNTL NOTEHLMATbHBIE 06/1aCTU NedeHns. 061acTi nog,
nynoi 6yayT yBeNyeHbl B OKHE aHUMaLuu.

OKHO aHMMaLWW, BU3yanm3npyiiTe Meskue AeTann U3MeHeHuii ANs BblGpaHHbIX
CKaHOB.

BuagumocTs LBeTa. I'IepeKmoqaﬁTer MexXay MOHOXPOMHbIM U LBETHbIM
1306paXKeHNeM B OKHe aHUMaLN.

Bocnpou3segeHune™naysa. BocnpounssefeHune unm nproctaHoBKa OkHa
aHnmauun.
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Fnasa 10
PYKOBOACTBO MO
3KCuyaraymun

iTero Element 5D

Cuctema ilero tlemenl bD noc mBnsiercs B kayecTse 3anateHroliaHHOM

paboueii cTaHUMK Ha 6a3e NepCoHasIbHOTO KOMMbOTEpa A5 BbINOHEHNS
BHYPMPOTOBOIO CKAHUPOBAHWS B CTOMATONOTMYECKOM KabuHeTe. B HacTosLieM
[IOKYMEHTE ONMCLIBAETCS, KaK BK/HOYATb W BbIK/IOYATb CUC TEMY, KaK NPaBUbHO
06pabartbiBaTh CKAHUPYHOLLEee YCTPOUCTBO '30H A, 1 KaGesb, a TakkKe Kak ounLlath
|<aHupytoLLiee YCTPOMCTBO U 3aMEHSTb HAcaKM NOCNEe KaX/AO0ro NauyeHTa.

CCbI/IKa Ha 3TOT pasfen COAEPXKMTCA B PYKOBOZCTBE MO 3KCMlyaTaLuum
iTero Element 5D 206519.

lnasa 11.

PYKOBOACTBO MO
skennayataymum
iTero Element 5D (HOyTOYK

Cwvictema iTero Element 5D (HOyTOYK) nocTaBnsieTcst B Ka4ecTse 3anaTeHTOBaHHOA
paboueii cTaHUMK Ha 6a3e HOYTOYKa A1 BbINMOMHEHWS BHYTPUPOTOBOTO
CKaHMPOBaHWS B CTOMATO/IOTNYECKOM KabuHeTe. 8 HaCTosLLEM JOKYMEHTE
OnKMCbIBAETCH, KaK BK/KYATb W BbIKOYATb CUCTEMY, KaK NpaBuibHO
06pabaTbiBaTh CKaHMPYHOLLEee YCTPOUCTBO/30H 1 Kabenb, a Takxe Kak ounLiaTh
(XaHupyoLLiee yCTPOIACTBO W 3aMEHATb HacaKm

efle KaXoro naupeHTa.

Ccblnka Ha 3TOT pasfen npueefeHa B OyKOBOACTBE N0 3KCM/TyaTaLyn
KOH(urypauum HoyToyka Hero Element bD (HoyT6yk) 206620
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MHCTPYKLMA NO NpUMeHeHuto iTero Element 5D Pycckuit ITero

NMpumeyaHwne.
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ITero element 50

Align Technology. Inc. Align Technology B.V.
2820 Orchard Parkway, Arlandaweg 161

San Jose, CA 95134 1043HS Amsterdam
CLIA HupepnaHgbl

Align. Invisaiign, iTero, iTero Element u iTero Element 5D fBnstoTcs TOProBbIMU 3HaKamu u/vunu
3HaKamu o6enyxusaHua komnaxum Align Technology, Inc. nnv ofHoli 13 ee 4OYEPHUX WK
anAMpoBaHHbIX KOMMaHWIA M MOTYT GbITb 3aperncTpupoBaHbl B CLUA n/unn apyrvx ctpaHax.

:2019 Align Technology. Inc. Bce npasa 3awmiyeHsl. 206721 Peg.A
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Mpuaoxenne 1 kK PyxoBOACTBY NO IKCIIYaTAUNM
Hupopmauma ana POCCHIACKUX NoAbIOBaTENEN,

1. Komnaexr nocrasku
Cranep nHTpaopansHbiii iTera® Element 5D, sapuantii ucnoanenna: Cucrema iTero® Element 5D, iTero® Element 5D 8
KOMBAEKTALMKN ONA HOYTOYKA, C NPUHAANEHOCTAMMK

I. Ckaxep uuTpaopancHbiKl iTero® Element 5D, sapuant ucnosxsedna Cucrema iTero® Element SD ¢ npuHaANeMHOCTAMN:
1. Ba3a konécHan;
2. Croiika seprukanbHan;
3. Aepxareno mOAYNA CKAHHPYIOIWEro;
4. KomnoloTep-moHOBA0K C CEHCOPHBIM ANCNAEEM W NPEAYCTAHOBACHHLIM NPOrPaMMHbIM obecneueHnem «iTero®
Element»;
5. bartapen ana KomnbloTepa-MoHOGROKa;
’,arn'ep NUTaHUA ANA KOMNbIOTEPa-MOHOBNOKa;
L ApTURynaTop (npu HeoBxoaumocv);
8. Moayab cCraHUPYIOWMIA;
9. Yexon ANA 331MTbl ONTHKNA MOAYNR CKIHMPYIOLLErD, MHOrOPa3oBuiit;
10. Kabenn cwnoBOiA;
11. KaBenn USB;
12. PykoBOACTSO NO IKCAAYATAUNK,
MNpuHagnemHocT™:
1. Kniou wecturpantbiii, pasmep 8 mm;
2. Kniou wecTrpanHbiii, pasmep 5 mm;
3. Beb-vamepa;
4. Noacraeka (npw Heobxogumocm);
5. Yexnbs 33uTHBIE A8 MOAYAR CKAHUPYIOWEro, 25 WTYK B ynakoeke {He 6onee 4 ynakoBOK).

Il. Ckaxep uHTPaopansHbii iTero® Element SD, sapnanT ncnonHenusn iTero® Element 5D 8 komnnexTauuu ana HoyTlyka c
NPUHAANEIKHOCTAMN:

1. MoAaynb CKAHMPYIOLNN;

7 Boacraska AnA MOAYAA CKAHUPYIOWero;

< . Znantens curHana ana iTero® Element 5D B komnaexTauma ana Hoytbyka;

4. Yexon AnA 33T ONTHKNM MOAYNA CKAHKPYIOWETO, MHOTOPa308BLIii;

S. Aptukynatop (npy HeobxoaMmocTH),

6. Kabenp cnnosois;

7. Kabenn USB;

8. Keiic ann TpaHCNOpTHPOBKY;

9. PYKOBOACTEO NO SKCNAYATAUNM;

10. Nporpammuoe obecneuenne «iTero® Element» Ha BUPTYaAbHOM HOCHTENE;
NpuHagneHoCTH:

1. Yexnb! 3aWHTHBIE AR MOAYMA CKAHNPYIOWErO, 25 WTYK B ynakoske (He Gonee 4 ynakosok);

2. PeKOMEHAIUWK NO YTHAWIAUWN HIAEANA,

UnHTpaopantHbii ckanep iTero® Element SO — 3710 cromHoe MeAnUMHCKOe YCTPONCTBO ¢ 5OABWIMM KONUYECTBOM
KOMNOHEHTOS, NPU HEOBXOAUMOCTH YTHAM3ALMK NPOAYKTA, NOXKANYIHCTA, OBPaTHTECD K YNONHOMOMEHHOMY NPeACTaBNTENIO
8 Poccuiickon ®eaepaunn (Komnanua 000 "InaiiH Texnonoaxn”, Poccuitckan Peaepauna, 117105, Mocksa, 9/1B
Baptuasckoe wocce, nomelwenun X1, 3anwl 1, 13, 2, 3, 4, 7, 8, 9. Ten. +7 (495) 995-88-54).

3anpewero YTMAN3MPOBaTL NPOAYKT BMECTE ¢ HuiTOBLIMKN OTXOAIMMN.

ACAONB3OBAHHBIE 3UWUTHLIC YEXTbI ANA MOAYAR CKAHHPYIOLLETC A0MKHEI GbiTh YTHAW3MPOBaHLI KaK NOTEHUWANLHO
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HHPWUMPOBAHHNE MEAMUMHCKWE H3ARNMA B cooTBeTCTBMM C Tpebosannamn CanluH 2.1.7.2790-10
"CaHUTapHO-3NMACMUOAOTHYECKME TPEOOBAaHNA K 0DPaWEHNIO C MEANLINHCKUMK OTXOA3MK”.

3. Cpox caywbn: usgenun
Cpok caymbu usgenun - S ner.
4, Ycnoann xpanesns

Temnepatypa Oxkpyxaowei cpeas -5-50 2C, namnHocTs = 40-90%
Aaenenue; o1 430 mm pr. cv. a0 760 mm pr.cT. {oT 57,3 kMNa a0 101,3 kNa}
Bwcota: or 0 dyT ao 15 000 dyr

5. Ycaoena rpancnopyMposxn

YCTPOHCTBO MOMHO NEPESO3UTL ABLIMK BUAIMN 33KPLITHIX TPAHCNOPTHLIX CPEACTD.
Temnepartypa oxkpymarouiein cpeas! -5-50 2C, saakHocTs = 40-90%

© 1eHue: o1 430 mm pr. cr. Ao 760 mm pr.cT. {01 57,3 kN2 go 101,3 «Na)

bewrcora: or 0 $yr 40 15 000 dyT

6. CepancHoe obcayknsanme nagenna

MU3penne He coaepnT HacTel, TpebyIomX OBCAYIRHBAHNA NONL3OBATENEM.

CepBucHoe 00CNYHHBIHNE OCYLLECTBARETCA COMNACHD PLTNAAMEHTY TEXHNHECKOTO OBCAYIKMBAHKA W NPOBOANTCA
YNOAHOMONEHHOMH CEPBUCHON opranusaumen. ian noayvennn noapobHoit nudopmauyn 06paTnTECh K YNOAHOMOYEHHOMY
npeacrasuteno B Poccuitckoil Peaepaumm (Komnanua 000 "Inaiin Texnonomun®, Poccuinckan Peaepaumn, 117105,
Mockea, 9/18 Bapwasckoe wocce, nomewenua X, 3anvl 1, 1a, 2, 3, 4, 7, 8, 9. Ten. +7 (495) 995-88-54).

7. FapasTun

Fapantva Komnawuun Align Technology, Ltd pacnpocTpaHaeTca Ha M3AeNNnA, KOTOPLIE XPAHATCA M HCNOALIYIOTCA B
COOTBETCTBUN C PYKOBOACTBOM MO IKCNAYATAUMH, TO &CTb HA HE OTKPLITHIE, HENOBPEMACHHBIE M XPAHALLMECH B HAANEKAWMX
YCNOBHAK M3AENUA C HEUCTEKILMM CPOKOM IKCRAYATALUN.

8. MapxupoBKa wigenua
Nponseogutent «dnaitn Texnoaomxn . » (Align Technology
Ltd., Uapauns),
Mecto nponasoacTea: 3 Ariel Sharon Boulevard, Or-Yehuda
6037606, Israel (3 Apwane Wapown Byaveap, r. Op-Hexyaa
6037606, Uapanns)
Homep no Karan
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YNONHOMOYEHHbI
npeacTaBuTeNb B Poccuiickoi
depepaunn

N3penve tmna BF

3anpeLyeHo yTUAM3NPOBaTh C 6bITOBBIM MYCOPOM

Cnepfyiite MHCTPYKLUMAM MO NPUMEHEHNIO

bepeyb OT BRarun

He HacTynatb Ha NOBEPXHOCTb

He ncnonb3oBaTtb NOBTOPHO

YNonHOMOYEHHbIN NpeAcTaBuTeNb B EBponeiickom Cotose

MapK1poBKa COOTBETCTBUSI NPOAYKLMM TPEGOBAHNSAM  AVPEKTUB
1 TapMOHM3MPOBaHHbLIM CTaHAapTaM EBponelickoro Cotosa.

3Hak KaHagckoi Accoumaummn CtaHaapToB

NazepHoe usnyyeHue

NasepHoe ycTpolicTBo 1 Knacca

YNOMHOMOYEHHbI npeacTaBuTeNs B Poccuiickoii Pepepaumm:
000 "3naitH TexHonomxn", 117105, ropog Mocksa, Bapluasckoe
Locce, gom 9, ctpoeHue 16, nomelyeHue Xl, komHartsl 1,13, 2, 3,
4,7, 8, 98.

PerncTpaLmoHHoe yaocToBeperne; %% f =+ == =%+~
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MepeBof C aHIIMNCKOrO A3blKa Ha PYCCKUI A3bIK

Homep 1541/2020

YOOCTOBEPEHWME MOANVNHHOCTW nMoAnncu

®un3nYeckoro nuua, NOANUCHIBAOLWEr0 AOKYMEHT OT MMEHW HOPUANYECKOTO L,
KOria s13blK JOKyMeHTa He N3BEeCTEH NNLLY, NOANUCHIBaKOLLEMY AOKYMEHT

A, Huxenognucaswwuiica, Wtam Wuxakm (Itai Izhaky), Hotapuyc, nuueHsus Ne 2084632,
HaCcTOALLMUM YLOCTOBEPSAID, YTO:

07.07.2020 no agpecy: 3, Apuanb LLlapoH Bynbeap, r. Op-Mexypa (3 Ariel Sharon Blvd. Or
Yehuda), nuuHocTb r-xu Asup Peituen (Mrs. Dvir Rachel), koTopas npucyTcTBoBana npu aTom,
Oblna NOATBEPXAEHA MHOK Ha OCHOBaHUM W3PanunbCKOro GMOMEeTPUYecKOro YAOCTOBEepPeHUs
nnyHocTtn Ne 011035730, BbigaHHOro 04.04.2019.

W A y6exxaeH, 4To cTosLee nepeso MHOM NMLO MONHOCTLIO NOHMMAET 3HAYEHME COBEPLLAEMOro
JencTeus n Ao06POBOSILHO MNOAMWCHIBAET NpuUiaraemblii AOKYMEHT, MapKUMpOBaHHbI 6YyKBOMN
«A», 0T UMeHn «3naiiH TexHonomxkun, NTLO.» (Align Technology LTD), yacTHoli KoMnaHuy Ne
51-202093-4, pacnonoXeHHoii no agpecy: 3, Apuanb LlapoH Bynbeap, r. Op-Vexyaa;
[LOKYMEHT COCTaB/fIEH Ha PYCCKOM $3blKe, HE N3BECTHOM €ii, 1 TaKXXe He N3BECTHOM MHe.

f1 yaocToBepAt0, YTO ANA Leneil NOATBEPXAEHUS NpaBa BblleyKa3aHHOro nuua Ha nognucaHue
JOKYMeHTa OT WMEHM KOoMMnaHuuM «InailH TexHonomku, JITA.» MHe Obln nNpeaocTaBeH
MpoTokon 3acemaHns CoseTa gupekTopoB oT 06.06.2020 r., 3aBepeHHbIn agBokaToMm Capoii
Asynait (Sarah Azulay, Adv).

A TakXKe Y[LOCTOBEPAK, YTO MepeBOAYMK T-H Ypbax Bnagumup (Mr. Urbach Vladimir)
(ypocTtoBepeHme nnyHocTn Ne307264036), npoxuBatrowmii no agpecy 5 ditHwTeitH PexoBoT (5
Einstein Rehovot), M3BeCTHbIi MHe NMYHO, CBOGOLHO rOBOPUT Ha PYCCKOM W AHT/IMACKMX
A3blKax, nepesen r-xe [Bup Peiiuen ykasaHHbI AOKYMEHT Ha aHTrIMACKUIA A3blK, N3BECTHbIN
el ¥ MHe B MOeM MPUCYTCTBUM [0 NOANUCAHUSA €10 fOKYMEHTa .

MogTBep>keHue nepesoja npunaraetca n 0603Ha4eHo «1».

B cBMAETENbCTBO Yero A HacToAWMM yA0CTOBEPSA0 NMOANMHHOCTL MOANUCK T-XWK Peliven OBup
(Mrs..Rachel Dvir) cBoeit cO6CTBEHHOPYYHOI NOANMUCLIO U NeYaTbio cerogHa 07.07.2020r.

Tapud Ha opurMHan n 0gHy Konuwo:
HoTapuanbHblil Tapud: 299 wekenein (He Bknovas HAC)
HoTtapuanbHblii Tapud: 350 wekeneli (Bkntovaa HAC)

MeyaTb U NOANUCL HOTapuyca
/Mopanucs/
/3 neyatn: HOTAPNYC* NUXAKWN UTAN, AOBOKAT/
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3agsaenue

S, auxcenoanucasituiics, Ypbax Baaaumup, ynocrosepenue auuHocta Ne 307264036

[Tocne Toro kak a2 66U1 NpeaynpexaeH, FOBOPHTh MpaBdy HHa4Ye MHE OyfeT CyXAeHO MOHECTH
Haka3aHHe B COOTBETCTBHH C 3aKOHOM, HACTOSIIMM MACHMEHHO 3a4BIAI0 CIEAYIOIeE:

1, Hacroamum 3a4BNAlO, YTO A XOPOMIO BJAACI0 PYCCKHM H AHCMHHCKMMH S3bIKAMH, H
npunaaraembifi 1OKyMeHT, o0o3HaYeHHBN «B», ABNgeTcd BEpHHIM NEPEBOAOM Ha AHTMHHCKHIL
A3LIK OPHFHHANBLHOTO AOKYMEHTA HA PYCCKOM S3BIKE, KONUA KOTOPOro Ipuiaracrcs, M
obo3HaueHa «A».

. 2. 210 MOC MMA, H MOR TOATIMCD, H BCE BLIMICHAMWCAHHOE ABNAACTCA HCTHHHBIM H BEPHEIM.

[loanuce Baagumup Vp6ax (Vladimir Urbach)

ITeyaTe ¥ nOANHCH HOTAPHYCA
HOTAPAYC* HUIXAKH UTAHU, AIBOKAT/

Ha cnexytowmeit crpannue:
WTamn: Paituen sup,
. JlupekTop oTACNa KOHTPONA KajYecTRa H PeryaMPOBaHKA
Onaitn Texuonomxku, Jita.
NnoANuch

Janee Ha BceX CTPaHHIAX ZOKYMEHTA:
[leuars # noan¥ch HoTapuyca
HOTAPHUYC* ULIXAKH UTAH, AIIBOKAT/

Ha cuigeke B KOHOC NOKYMCHTA:

Lramn: Pattuen sup,

IvpexTop oTAeNa KOHTPONA Ka4YeCTRa M PEryIMPOBAHKA
3naitn Texwonomxu, Jita.

MOAMHCH
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MMepeBof faHHOTO TEKCTa BbIMO/HEH NepeBofYMKOM [MaxTyHOBbIM Anekceem Bragummnposmnyem

Poccuiickaa degepauyms

Fopog MockBa
UeTBepTOoro aBrycra fiBe TbiCA4M ABafLLATOro roja

A, MwuneBckas AHHAa AHBApOBHA, BPEMEHHO WCMOMHAKOWAA 0643aHHOCTM HOTapuyca ropoga
Mocksbl [ypnapesa AnekcaHfipa BnagumupoBuya, CBULETENbCTBYH MOAJUHHOCTL MNOAMMUCU
nepesofumka lNaxtyHosa Anekcesd Bnagumuposuuya.

Moanwuch caenaHa B MOEM NMPUCYTCTBUMN.

JInyHOCTb NofnucaBLLIEero 4OKYMEHT YCTaHOB/IEHa.

3apermcTpmupoBaHo B peectpe: Ne 77/178-H/77-2020- \ 0
B3bICKaHO rocyaapcTBeHHON nownuHbl (No Tapudy): 100 py6. 00 kon.
YnnayeHo 3a 0KasaHue yCnyr NpaBoBOro M TexHMuyeckoro xapakrtepa: 300 py6. 00 kon

s .M A. A. Munnesckas
/I » * Vv

Bcero npowHypoBaHo, NPOHYMEPOBAHO U CKPen/eHo nevatbio A2 nncT(-a,-0B).

BPWO HoTapuyca:
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