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CALIFORNIA ACKNOWLEDGMENT CIVIL CODE § 1189

A notary public or other officer completing this certificate verifies only the identity of the individual who signed the document
to which this certificate is attached, and not the truthfulness, accuracy, or validity of that document.

State of California n

County of, ~ anw apgya§g }

on Jlupg. 18> before me, uQ {omu\r:iv’,
n A Here Insert Name and Title brthe O ffic”

personally appeareci

Name(s) of Signer(s)

who proved to me on the basis of satisfactory evidence to be the person(s) whose name(s) is/are subscribed
to the within instrument and acknowledged to me that he/she/they executed the same in his/her/their
authorized capacity{ies), and that by his/her/their signature(s) on the instrument the person{s), or the entity
upon behalf of which the person(s) acted, executed the instrument.

1certify under PENALTY OF PERJURY under the
laws of the State of California that the foregoing
paragraph is true and correct.

WITNESS my hand and official seal.

Signature
Place Notary Seal and/or Stamp Above Signature of Notary Public
OPTIONAL

Completing this information can deter alteration of the document or
fraudulent reattachment of this form to on unintended document.

Description of Attached Document
Title or Type of Document

DocumentDate;__ Number of Pages:

Signer(s) Other Than Named Above:

Capacity(ies) Claimed by Signer(s)
Signer’s Name: Signer’s Name:

O Corporate Officer - Title(s): O Corporate Officer - Title(s):

O Partner - O Limited O General O Partner - O Limited 0O General

o Individual O Attorney in Fact O Individual O Attorney in Fact

O Trustee O Guardian or Conservator O Trustee O Guardian or Conservator
O Other: O Other:

Signer is Representing: Signer is Representing:

©2019 National Notary Association
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/Logo: invisalign/

Use and care instruction
for your Invisalign aligners

Align Technology, Inc.
2820 Orchard Parkway
San Jose. CA 95134
USA

[ec Irep |alla™ Technology B.V.
Zekeringstraat 41
1014 BV Amsterdam
The Netherlands

Patent www.aligntech.com/patents
0344

2019 Align Technology, Inc. Align, Invisalign. ClinCheck

and iTero, 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.

AW207020 Rev. B (202CM31) Rx only

Authorized representative in Russia and the CIS
Align Technology LLC

117105. Moscow. Varshavskoe Shosse 9. Building 1, Floors,
Premise Il, Room 1

Telephone: +7 495 995 8854

A G

/Logo: align/
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/Logotype: invisafign/

Use and care instructions
for your Invisalign aligners

Wearing and using your Invisalign aligners

Here are some tips to help ensure proper use and avoid damaging
your aligners.

Always rememberto

1. Wear your aligners per your doctor’s instructions, usually 20-
22 hours per day.

2. Wash your hands thoroughly with soap and water before
handling your aligners.

3. Handle only ONE aligner at a time.

4. Rinse your aligners when removing them from the packaging.

Use proper technique described below when inserting
and removing aligners to avoid damaging aligners.

Aligner insertion

1. Priorto each insertion and before bed. inspect aligners for
cracks and deformation. Severe cracks or deformities should
be reported to the doctor immediately, Aligners with cracks the
size of the height of the tooth should not be used

Note: Parent or guardian should inspect aligners of pediatric
patients.

2. Make sure you have the proper aligner— the upper for your top
teeth and the lower for your bottom teeth.

3. To help avoid confusion, each aligner is engraved with your
unique case number, a ‘U’ for upper and an "L" for lower,
followed by the stage number. (Figure 1)

You may insert either the upper or the lower aligner first. When
inserting each aligner, gently push the aligners over your front
teeth. Then apply equal pressure, using your fingertips, to the
tops of your left and right molars (back teeth) until the aligner

snaps into place. (Figure 2)

Do NOT bite your aligners into position. This may damage
them. For aligners with precision wings (figures 3a and 3b.
precision wings circled), do NOT bite down on precision wings.
The lower precision wings should be positioned in front of the
upper precision wings when the aligners are in the mouth.
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Note; If you experience sharp pain or significant discomfort.
discontinue the use of the aligners and contact your doctor.

Aligner removal

1. On one side of your mouth, use your fingertip on the inside of
your back molar to slowly pull the aligner from your
molars. (Figure 4).

2. Repeat this process on the other side of your mouth before trying
to completely remove the aligner. (Figures).

3. Once aligner is disengaged from the molars on both sides of your
mouth, you should be able to slowly work your way forward
gently prying the aligner away from your teeth with your
fingertips. (Figure 6)

Figure 4 Figure 5 Figure 6

Note;

« Immediately rinse aligner with water, shake off excess
water, and store your aligners in the protective case
provided with your starter kit

= Aligners are intended to only be removed for eating,
drinking, smoking, and for oral care. Unnecessary and
excessive removal/insertion of aligners with precision
wings may prematurely damage and/or break the aligners

« Take care inremoving your aligners, especially if multiple
attachments are being used.

< Do NOT use excessive force to bend or twist an aligner to
get it off.

« Do NOT use any sharp object to remove your aligners

< Consult with your doctor if your aligners are extremely
difficult to remove.

Daily care and maintenance of your Invisalign aligners

1. Clean your aligners prior to each insertion. Use a soft bristle
toothbrush with water and a small amount of toothpaste You
may find it easiest to clean the outside of your aligners by
brushing them white they are still on your teeth (Figure 7), then
remove your aligners to clean the inside surfaces (Figure 8).

Figure 7

Note: Be sure to rinse each aligner thoroughly with water
after each cleaning. We also recommend that you use the
Invisalign Cleaning Crystals once a week, or as needed.

2. Prior to each Insertion and before bed, inspect aligners for
cracks and deformation. Severe cracks or deformities should
be reported to the doctor immediately. Aligners with cracks the
size of the height of the tooth should not be used.

Note: Parents or guardians should inspect aligners of
pediatric patients.

Page 2 of 4
AW207020



3. Do NOT use denture cleaners toclean aligners. Do NOT soak
them in mouthwash These products can damage the surface of
the aligner, causing itto become dull and more visible.

Proper oral hygiene

1. Remove your aligners for eating and drinking. (You do not need
to remove your aligners to drink cool water.)

2. Brush and floss your teeth after each meal or snack prior to re-
inserting your aligners. If you do not have access to your
cleaning system or toothbrush, you can simply rinse your mouth,
and then clean your aligners by holding them under warm
running water. It is not the best way to clean, but it works in a
pinch. Be sure to thoroughly clean your aligners at your earliest
convenience.

3. Ifyou have any questions regarding hygiene techniques, please
consult your doctor.

4. Regular dental checkups and cleaning are recommended for the
continued health of your teeth and gums.

Storing your Invisalign aligners

Aligner storage case(s) are included in your starter kit. We
recommend that you store your Invisalign aligners in a case when
they are not in your mouth (Figures 9 and 10). This will help protect
them from loss and damage. Keep aligner cases clean by hand
washing them with soap and water. Do not wash them in dish
washing machines

Figure 9 Figure 10

Always keep the most recently used aligners. If your current
aligner is lost or broken, your doctor may recommend that you
temporarily go back one stage while a replacement is being
made.

Note: Keep all of your older aligners in a clean plastic bag.
or as instructed by your doctor. Keep them out of reach of
small children and pets.

Frequently asked questions and answers

What if | lose or break an Invisalign aligner?

In the event that an aligner is lost or broken, you should
Immediately inform your doctor. Your doctor will probably tell
you to start wearing your last set or next set of aligners
immediately. He or she will possibly order you a new set of
aligners to replace the ones you just lost, which should arrive in
a few days

For patients undergoing mandibular advancement, why do some
of my aligners have ‘wings” on them?

The ‘wings* on the sides of aligners are called precision wings,

and are especially designed to position the lower jaw forward to
help correct the bite.

Will the treatment be painful?

Most people experience tooth soreness for a few days after starting
each new stage. This is normal. Itis a sign that the Invisalign aligners
are working, moving your teeth to their final destination. This

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

soreness should gradually go away a couple of days after inserting
the new aligner in the series If itdoes not. promptly call your doctor.

Will wearing the Invisalign aligners affect my speech?

Like all orthodontic treatments, the aligners may temporarily affect
your speech, and you may have a slight lisp for a day or two.
However, as your tongue gets used to having aligners in your mouth,
any lisp or minor speech impediment caused by your aligners should
disappear.

What should i do Ifmy new Invisalign aligner does not snap onto
my teeth?

Minor discrepancies between the new aligner and the current tooth
position are normal, since the teeth need time to conform to the new
aligner position. In the event of significant problems with aligner fit.
inform your doctor.

Are there restrictions on what | can eat?

In general, no. Unlike traditional orthodontics, you can usually eat and
drink whatever you desire because you remove your aligners while
eating. Thus, there is no need to restrict your consumption of any of
your favorite foods and snhacks, unless otherwise instructed by your
doctor.

Is it OK to drink hot or cold beverages while wearing Invisalign
aligners?

Except for cool water, we recommend that you do not drink while
wearing the aligners. This is to avoid formation of cavities and stains,
or warping of the aligners with hot drinks and hot water.

Can Ichew gum while wearing Invisalign aligners?
NO. Gum will stick to the aligners. We recommend removing your
aligners for all snacks and meals.

Will smoking or chewing tobacco stain the aligners?
We discourage tobacco use while wearing aligners because of the
possibility of aligner discoloration.

Why do some of my aligners have bumps or ridges on them?

Depending on your specific treatment, some of the movements
may require either ‘attachments' or ‘ridges* to help the aligner
grip the teeth. These bumps, or wells, are where the aligner grips
the attachment the doctor places on your teeth. The attachments
are actually small pieces of composite the doctor affixes to your
teeth that are then gripped by bumps on your aligners. The ridges
are slim indentations in your aligners. Your doctor will use one or
both of these features to attempt to achieve the desired
movement

What if | lose or break an attachment?
in the event that an attachment is lost or broken, you should
immediately contact your doctor.

Note: Ifyou have additional questions after reading this pamphlet,
please consult with your doctor.

Warning: In rare instances, some patients may be allergic to the
plastic aligner material. In such cases, discontinue use and consult a
health care professional immediately. Align Technology must also be
notified. Orthodontic appliances, or parts thereof, may be accidentally
swallowed or aspirated and may be harmful.

For professional dental use - Rx only
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Symbol glossary
Symbol

i
1J

|[ECIREPt

Rx only

GE

0344

rttle

Consult instructions for use

Date of manufacture

Caution

Patient number

Manufacturer

Authorized representative
inthe European Community

Prescription Use Only

CE marking Conformite
Europeene

Notified Body
Reference No. 0344

Explanatory text

Indicates ttie need for the user to consult the
instructions for use.

Indicates the date when the medical device was
manufactured.

Indicates the need for the user to consult the
Instructions for use for important cautionary
information such as warnings and precautions that
cannot, for a variety of reasons, be presented on the
medical device itself.

Indicates a unique number associated with an
individual patient.

Indicates the medical device manufacturer, as defined
in EU Directive 93/42/EEC,

Indicates the authorized representative in the
European Community.

Caution: Federal law (USA) restricts this device to
sale by or on the order of a licensed healthcare
practitioner.

Signifies European technical conformity.

Standard reference

EN ISO 15223-T; 54,3

EN ISO 15223-T; 5.1.3

EN ISO 15223-1*: 5.4.4

EN I1SO 15223-1*: 5.7.1

EN ISO 15223-1*: 5.1.1

EN ISO 15223-1*: 5.1.2

US Code of Federal Regulations,

Title 21, Part 801.109(b)(1)

MOD 93/42/EEC
Articles 4,11,12,17. Annex Il
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BuiLie-npesviaeHT, pyxosoayTerin MexayHapaaHO Criy»Ob! HOPVETVBHO-TPABOBOIO PeryyIpoBaHIs 1 obecrieqeHs kadectea. OTaen MpaBoBbIx,
KOPMOPaTVBHbIX V1 HOPMETVBHBIX BOMPOCOB
JomkHocTb

Creanm dvirTe (Stephanie Ftts)
Damaning, Vv

25.08.2022

Jlara ALLMMITTT

/Moanuce/
Mogmes

WHCTpYKLKMSA NO NPUMEHEHUID
(Ana nayneHTOB)
«3penns opTOAOHTMYECKME CbEMHbIE 3naiuncpbl Invisalign gns ncnpaBneHus natonorum nNpukKyca B

Habopax, C MPUHAANEXHOCTAMMN»

/WTamn: I>XEHHECCW BATAK
(GENNESSEE BATAC)
HoTapwuyc - wTaT KanudgopHusa
Okpyr CaHTa-Knapa

Nnuensnsa N° 2402792

CpoK feficCTBNA MOWNX NONHOMOUYMNIA UCTEKaeT
2man 2026 .

NNA1/

/Moanucs/

/[Hagnuce oT pyku: HoTapuyc

25 aBrycTa 2022 r./
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O/IHEH MepeBOAUYMKOM Ainosanom lasugom eopruesnyem

Poccwiickas Pepepauns
"opog Mocksa
[BaguaTb BTOPOro HOS6ps fBe ThbiCAYM 4BajLaTb BTOPOro roga
A, MouceeBa /lunua BnagumupoBHa, HoTapuyc ropoga MockBb[, CBUAETENbCTBYIO NOAMNHHOCTL NOAMMUCH
nepesoaunka AinosHa flasuga leopruesunya.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.
NnyHocTe nognnoMAW NN 6K3NeHT ycTaHOB/EHA.

A
3apernctpuposaHo B peectpe: Ne,50)995-H/77-2022- X6 "

Bcero npoulHypoBaHO, NPOHYMEPOBAHO M CKPEMIEHO neyaTbio nunct(-a,-oB).

1.B. MouceeBa
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Poccuiickaa degepauuns
Nopon Mocksa
[BajuaTb BTOPOro HOA6pA ABe ThicAYM ABajLaTb BTOPOro roga

A, Mowuceesa Jlunua BnagumupoBHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTB]
BEPHOCTb KOMUU C NPEeACTaB/IeHHOr0 MHe JOKYMEHTA.

3apernctpmpoBaHo B peectpe :Ne 50/995-H/77-2022- " -N3 N 3

" C.
YnnayeHo 3a coBeplueHne HoTa{ anbHoro genctylran py6. 00 kon.
A m “  J1.B.Mouceesa
i %
Bcero npowHypoBaHo, NPOHYMepPOBaHO M CKPEMIEHO MNeyvaTbio nuct(-a,-0B).
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CALIFORNIA ACKNOWLEDGMENT CIVIL CODE § 1189

A notary public or other officer completing this certificate verifies only the identity of the individual who signed the document
to which this certificate is attached, and not the truthfulness, accuracy, or validity of that document.

State of California

Countyof. ~ a m ouivaQ

on -fn/iM. v 0 .'im . . before me, O nll X< 8§0M:< Wl 00O W \0 -
n Date Here Insert Name and Title of the Officer
personally appeared aaomc/

Name(s) of Signer(s)

who proved to me on the basis of satisfactory evidence to be the person(s) whose name(s) is/are subscribed
to the within instrument and acknowledged to me that he/she/they executed the same in his/her/their
authorized capacity{ies), and that by his/her/their signature(s) on the instrument the person{s), or the entity
upon behalf of which the person(s) acted, executed the instrument.

i certify under PENALTY OF PERJURY under the

GENNEFEEBNEC | laws of the State of California that the foregoing
Srtadaaurty paragraph is true and correct.
CQmisson: 2AP2 .
MNCGm Bres My 2 206 WITNESS my hand and official seal.
Signature

Place Notary Seal and/or Stamp Above

OPTIONAL

Completing this information con deter alteration of the document or
fraudulent reattachment of this form to an unintended document.

Description of Attached Document
Title or Type of Document

DocumentDate:_ 4rvin- Vpi'TryVL' Numberof Pages:__|

Slgner(s) Other Than Named Above:

Capacity(ies) Claimed by Signer(s)

Signer’s Name: Signer’s Name:

0O Corporate Officer - Title(s): 0 Corporate Officer - Title{s):

O Partner - O Limited O General M Partner - O Limited O General

O Individual O Attorney in Fact O Individual O Attorney in Fact

0O Trustee 0O Guardian or Conservator M Trustee 0O Guardian or Conservator
M Other; 0O Other:

SignerisRepresenting: Signer is Representing:

©2019 National Notary Association
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RU-RU (RUSSIAN)
Invisalign aligner doctor MAF

Directions for use

10

12.
13.
14.

Rinse new aligners with cold water prior to using them.

If tooth extraction has been performed as a part of treatment, retain the space while the area is healing Attachments should be placed
only after complete healing of the extraction site.

Review the "Use and care instructions for your Invisalign aligners" brochure with your patient

Each set of aligners is designed to be replaced after

1-2 weeks when worn 20-22 hours a day or at doctor’s discretion.

Seat aligner No. 1 on the patient’s teeth, then visually inspect soft tissues for pinching (Impingement). If necessary, trim the aligners. After
trimming, polish the aligners using the E2-Trim ™ Polishing Wheels (or similar product).

Precision wings are specifically designed for moving the lower jaw forward while simultaneously correcting malocclusion. It Is important
to make sure that the precision wings are in the proper engaged position (lower wings in front of upper wings) when the aligners are
\wom.

Complete any attachment placement and perform any necessary intcrproximal reduction (IPR) procedures using the Invisalign
Interproximal Reduction Kit (or similar product).

Add pontics to the aligners, ifapplicable, using the Invisalign Pontic System (or similar product).

Provide the patient with Invisalign aligner storage cases. Instruct patient to store aligners in a case Nvhenever not in use to protect them
from loss or damage.

During each visit, inspect teeth for tight interproximal contacts and. if necessary, perform IPR procedures as prescribed. Also, check that
the aligner matches the current treatment stage and fits snugly to.the teeth, and. If necessary, review the ClinCheck setup to monitor the
treatment progress.

Dispense the next set of aligner stages. The patient should be given enough aligners to last them until next appointment.

In case additional aligners are needed, new impressions may be required

At the end of treatment, retainer wear is highly recommended.

Additional information can be found in the Invisalign training materials.

Daily care and maintenance of your Invisalign Clear Aligners

1.

Prior to each insertion and before going to bed. inspect aligners for cracks and deformation. Inform your dentist immediately if n*jor
cracks or deformations are found. Aligners with cracks the size of the height of the tooth should not be used.

Note: Parent or guardian should inspect aligners of pediatric patients

2.

/Signers should be cleaned prior to each insertion using a soft bristle toothbrush with water and a small amount of toothpaste.

Note: Rinse aligners thoroughly with water after each cleaning. Additionally, we recommend to use Invisalign cleaning products for
aligners cleansing once a week, or as needed.

DO NOT use denture cleansers to clean your aligners. DO NOT soak aligners in mouthwash. These products can damage the surface of
the aligners, causing them to become dull and ntore visible.

Aligner storage case(s) are included in the starter kit Invisalign aligners should be stored in a case when notin use. Aligners with
precision wings should be stored in the appropriate aligner case that Is designed with more space to accommodate this product

Aligner cases may be washed manually with soap and water. Do not use dishwashers to dean the cases.

Proper oral hygiene

Aligners should be removed for eating and drinking. (Patients do not need to remove aligners to drink cool vrater.)

Patients should brush and floss their teeth after each meal or snack and prior to re-inserting their aligners. Ifthey do not have access to
Invisalign cleaning system or a toothbrush, they can simply rinse their mouth, and then dean the aligners by holding them under warm
running water Aligners should be thoroughly cleaned at the patient's earliest convenience.

If the patient has any questions regarding hygiene techniques, they should consult with their doctor

Regular dental checkups and deaning are recommended for the continued health of a patient’s teeth and gums.

Package Contents
Each aligner is cleaned and packaged prior to shipment. Each aligner contains the Invisalign logo and a number, which identifies the patient
ID number and treatment stage.

Page 2 of 3
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RU-RU (RUSSIAN)
Invisalign aligner Patient MAP

Symbol glossary

Symbol Title Explanation Standard reference
Consult Instructions for use Indicates the need for the user to consult the EN ISO 15223-1*: 5.4.3
@ instructions for use
Dale of Manufacture Indicates the date when the medical device was EN ISO 15223-1*:513
manufactured.
Caution! Indicates the need for Lhe user to consult the EN ISO 15223-1*; 5.4 4
instructions for use for important cautionary
A information, such as warnings and precautions that

cannot, for a variety of reasons, be presented on the
medical device itself.

Patient Number Indicates a unique number associated with an EN 1SO 15223-1*: 57.1
W individual patient.
. Manufacturer Indicates the medical device manufacturer, as defined EN ISO 15223-1*; 51.1
I\] in EU Directive 93/42/EEC.
1EC| REP Authorized EU Representative Indicates the aulherized representative inthe EN ISO 15223-T; 5.1.2
| [ European Union *“
Rx onl Prescription Use Only Caution: OS Federal lav/ restricts this device to sale US Code of Federal Regulations.
Y by or on the order of a licensed dental professional. Title 21. Pan 801.109(b)(1)

‘Medical devices — Symbols to be used with medical device labeling and information to be supplied — Part 1; General requirements.

/Logo; align/

Align Technology. Inc,
2820 Orchard Parkway
San Jose. CA 95134
USA

jec [REP | Technology B.V.

Zekeringstraat 41
1014 BV Amsterdam
The Netherlands

Patent www.aliQntech.com/patents

Authorized representative in Russia and the CIS

Align Technology LLC

117105, Moscow, Varshavskoe Shosse 9, Building 1, Floor 3,

Premise Il, Room 1
Telephone; +7 495 995 8854

® 2019 Align Technology, Inc. Align. Invisalign. ClinCheck and iTero, among others, are the trademarks and/or service marks of Align Technology. Inc. or one of its
subsidiary or affiliated companies, and may be registered in the USA and/or other countries.

Rx only

A LU
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MepeBof ¢ aHINNICKOTO A3blKa Ha PYCCKILU A3bIK

/NoroTun: «a.yaiin» (align)/

«9NAWH TEXHONOAXW. UHK.» (ALIGN ILCIINOLOGY. INC.)

OpraHunsaumn

2820 Opmapg Mapksall, Can-Xocc, KanuopHus 95134, CoeanHeHHble WTatel AMepuku (2820 Orchard Parkway, San Jose, CA 95134, Uniled Stales
of America)

Appec

Buue-npesunjeHT, pykoBognTens MexayHapofHo!i cny>x6bl MOP.MaTUNMO-NpaBoBOro peryniupoBanus n o6ecneyeHns kadyectsa. OTAen nNpasoBbIX,
KOPMNopaTNBUbI.X U MOP.MaTUBHbIX BOMPOCOB

JOMKHOCTL

CrethaHu dutrc (Stephanie Fitts)

N damunnusa, nms

25.08.2022
Natadl.MM.[TTT

/Mopnuce/

Mognuceb

WNHCTpyKUMA N0 NPUMEHEHUIO
(4ns Bpaueii)
«/3nenmm opTOAOHTUYECKME CTPEMHbIE anaiHepsl liivisalign gns ncnpaBneHns natonormm npukyca B
Habopax, C NPUHaANEXHOCTAMUN»

/Wramn: IXXKEMHECCU BATAK
(GENNESSEE BATAC)
HoTapuyc - wraT KanudopHus
Okpyr CanTa-Knapa

NruweHsuns /b 2402792

CpoK AeiicTBUA MOMX NONHOMOYNA UCTeKaeT
2masq 2026r.

NNAL/

/Mopanucs/

[Hapnuce oT pykn: HoTapuyc

25 aBrycTa 2022 r./
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YNOCTOBEPEHWE LUTATA KA/IMGOPHUA FPAXOAHCKWM KOOEKC, § 1189

HoTapuyc unu gpyroe fOMKHOCTHOE ML, 3aMONHsoLee HacrosELce cBUAeTeNberEL, YA0CTOBEPSIET TONbKO JIMYHOCTb
(hM3MUCCKOE'0 NMLa, MOANMCaBLUEro AOKY NEHT, Npunaraemblii K Hacnosiemy CBUACTENE.CTBY, HO HC MOATBEPXAAeT BEPHOCTb,
TOYHOCTb WM NCACTBUTCNBHOCTL EEACTOALLEr0 JOKYMEHTA.

LLitar KasmdopHua
OpE CNHTA-KNAPN }
[Jata 25 aBrycTa 2022r. KO MHe, OJXEHHECCUBATAK, HOTAP14YCY
HaTa YkaszaTb (WA 1 JOMKHOCTb AOMKHOCTHOTO Anua
JINYHO oBpaTunach CTE®AHWN ®UNTTC _

Vms (MveHa) nuua (nvy), nognucasiuero(~mnx) AOKYMeHT

NoATBCPAMBINNIA(-as/-Ne) meec NPeAbABNEHNEM AOCTATOYHbIX CBUAETENLCTB, YTO OH (oeec/oHn) SBNSETCA(-HOTCS) NnLom(-aMmu), YbuUm(-
VI) WVEEECKE (MMeHaMu) nognuncaEE HacTosWwnid fokymeHT, U npusEEaBLINiA(-as/-me), 4To OH (OHa/oHW) noanucan(-a/-n) HacToAWwmni
LOKYMCEET B cuny nmcEowmxca HONEEOMOUMiA, aTakXeTo, YTo cBOCH(-Mmmn) nognucbEo(-AMun) Ha foKyMeHTe gaHHoe(-bEc) nnuo(-a) wnee
opnHEm3auus, OT uveEEM koTopoii AcEECTBOBano(-1) ykasaEEEoe nuE(-a), nognucano(-a/-n) eesctoseauii AOKY”(CHT.

/WTamn: I>XXEMNECCU BATAK Oco3Hasas OTBETCTBEHHOCTDL 3A
(GENNESSEE BAT/IC) MPEOOCTAB/IEHVE 3ABEAOMO JIOXKHbBIX
HoTapuyc —wTaT KanmdopHus CBEIEHI B COOTBETCTBUM C 32KOHOAATC/ba BOM

LuTaTa KarviopEEs, S NOATBEMKIA0, YTO

Okpyr CaHTa-Knapa o
Py P BbiELensnoxeHHas VHOPMALIAA SBNAETCH BEPHON.

NnueHsnsa Jib 2402792

CpOK AeiiCTBNA MONX NOAHOMOUNIA 3ACB|/|,DEFE”I3CTBOBAHO MOE# noanucseo n
ncrTekaeT 2masn 2026 . odmLIVabHON nesarE>EQ
NNAL/
MocTasbTe neyaTb U (Wbl) WTamn Moarvice /Mognucs/
HOTapuyca Bbille Moanuck HoTapuyca

SATMOJTHAETCA MO XXENAHNIO

3anonHeHne faiiHoi MHhopPMaLM MOXKET NpefoTBPATUTb BHECEHWE B JOKYMEHT
N3MEHEHWIi M HeNPaBOMEPHOE NOBTOPHOE NPUNO>XKEHME JaHHOI (HOPMbI K He
npeaHasHayYeHHoMY A5 3TOr0 [JOKyMEHTY.
OnvcaHe MPUaraemMoro JoKyMeHTa
HaumcEtoBaEEne unu TuH gokymedta: POCCUA COMPOBOAUTENBHOE MNCBMO MHCTPYKLU WA MO
NMPUMEHEHWIO A9 BPAUEN

Jara nokymcEETa: 25 aBrycTa 2022r. KO/mM4eCTBO crpsEEEwW; /

NuEro (MMUA), nogruicaslllee(-1c) AOKyMCEET, NOMUMO YKa3aEEEEbLMX BbELLE:

MonHoMoO4EES, 3asBneHHble nuyom(-amu), nognucaslLlLIEM(-1) OKYMEHT

Vv mvua, noarvcasELIEED fokyVeHT: v va, BEQI Vieaero aowyrieTET
O ﬂpﬂ)KHOCTEKP, JWLIO opraHunsaymeE - ,Dpﬂ)KHOCTb('M): [J O omkeeocretoc neeuo OpraEEN3aEEMm ® ﬂpfl)Kl-lOCTb(—I/l):
O MaprEEep - O DC MM MorHbIA O MaptHep- n DC O Monnge
Or paEEVYeVIEEON O MpepnerasuTens no gosepeEEHoctn  TPEEEAB/ED] O MpeacTaEEWTens no
OTVCTCTBHHOCTE
O OreKyH nnv aosepErrensEEbIH OTBETCTBCEEEEOCTLIO JIOBCPCEEEEOCTH
0 ®EE3uueckoe /IULO yrpaansEoLymii O ®U3NYECKOe JEIBO D OwexyEE WTEE
O ﬂ,OBepMTeﬂbeIVI O [oBCpEETe/IbIEbIM NOBCPUTe/IbEELIEE
(IECRHEEK COGCTEECEEHEX yrEpaBAstowuii
O [fpyroe: O [Opyroe:
Nessey NoOANMCABLLEE NOKY M eNT. NPeACTaBNSET: JVERQ nogrvcasLLee foxyveEEE, mpeacEasmacE

© | (EECERHEER accouFlaUF1s EEOGpEyooH 2019,
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Y[OOC NOBEPEHUK LUTATA KAJINM®OPHUNA PAXOAHCKNY KOOEKC, § M89

HoTapuyc unu gpyroe fOMXHOCTHOE NKLO, 3anonHAEOLLee HacTosLee CBUAETENLCTNO, YAOCTOBEPSET TONBLKO NN'LWOCTb
(hM3nmyeckoro nuua, NOANMNCABLIEro AOKYMEHT, Npuiar*aemblii K HacTosLemMy cBuneTenkE)CTBy, HO HC MOATBEPXKAAET TePHOCTb,

TOouHOCTE, W nelicrErutenE>nocTE, HacToswWwero fokymeErra.

LLiraT KanmdopEEHA

@0y =] C/IHTA-KNAPN }

Jara 25 asrycTa 2022r. Ko MHC, IDKEHWP.CCUBATAK, HOTAPPI/CY
JaTa YKasaTb UMs U JONXKHOCTb JOM>KHOCTHOI0 nLa

JM4YEE0 06paTniach CTE®PAHUN ©oUNTIC

Mms (meHa) nuua (vu), nognucaswicro(-1x) AOKYMeHT

noatTBcpaMENNuii(-as/-ne) mHe rEpepbsiBneHMeM SOCTaTOHEME>rX CBUAETENbCTB, YTO ocee (OEEa/0nm) sensctcsa(-eolcsa) nMuom(-aMu), YbuM(-
1) MeHeM (MMeHaMu) NOANMUCaH nacroawunii JOKy EeHT, U npu3EEaBLUnii(-as/-1c), 4TO OH (OHa/oHM) nognucan(-a/-u) HacToALNiA
LOKYMCETT B cMly MMCEOLUMXCA NOAHOMOUMIA, & TakXKe To, YTO cBoeli(-uMN) nopeencbeo(-amun) Ha JOKYMeHTe faETEroc(-bic) nnLo(-a) vnaee

opraErnsaums, OT UMeHN KOTOpOIi AciicTBOBano(-n) ykasaHHoe nuruy(-a), nognucano(-a/-un) EEactosELiA fOKY\ECHT.

/WTamn: IXXEHHECCW BATAK OcosHasas OI'BETCTBRUHOCTD 3A
(GENNESSEE BJTTJIC) MPEAOCTAB/TEHNIA 3ABEAOMO JIOX{bIX
HoTapuyc - wTaT KanmgopHus CBEOEHNIN B cooTseTcremm C3aKoHOAATENLCTBOM

Okpyr CaHTa-Knapa wrata KanndopEEWS, s noaTBepXaato, 4to
NbILLEN3NOXeHEE3S UHhopMaLns ABASETCA BEPHOM.

NnueHsuna b 2402792
CpoK AeiCTBIUA MOVX NOTHOMOUMiA SACBUIETE/1bC MBOB/THO moeit nognucsio e
ncTekaeT 2 mas 2026T. ouunanbHoii neyaTbEo.
NNA1/
MocTasbTe neyaThb v (W) WTamn Mogrwmce /Mopnwew/
HOTapuyca BbilLe Mognuck HoTapuyca

SATMOJTHAETCA MO XXENAHNIO

3anonHeHne AaHHON MHAOPMALMA MOXKET NpefoTBPaTUTb BHECEHNE B JOKYMEHT
M3MEHEHWIA nn HenpaBoMepHOe NOBTOPHOE NPUIo>KeHne AaHHOVI q)Oprl K He
npeaHasHaueHHOMY [ 3TOr0 JOKyMEHTY.
OnucaHne npunaraemMoro AOKymMeHTa
HaumeEtoBanue vnnv Tun gokymenta; POCCUA COMPOBOAUNTEJIBHOE MNCBEMO MHCTPYKLUMA MO
NMPUMEHEHWIO NUNA BPA YEW

[Jarta fokymeHTa: 25 aBrycTa 2022r. KonnyecTso cTpaHuL; /

Jvuo (Mvug), noanmcaBLLee(-VC) nokymcEET, MOMMMO ykasaEwwbix BbELLE:

MonHoMouws, 3asB/1eHHbIe MLO.M(-amu), nonnHcasiLLM(-1) JOKyMeHT

VIvAl nnua, nognuncasiieE'o AOKyMeHT: VIVA nuua, noanumcasiuero JOKYMeHT;

0O [O0/MKHOCTHOE N0 opraHu3auum - [JomKHOCTb(*1n): Q J[0/mKMoCTMOE UL Oprammn3aumnrr - JomKHOCTb(-1);

O MaptErep- O DC O e O MapTHep - a UC O Monwnml
OrpaH1yeHHoN O MpeacTasuTens no aosepeEEHocTul  OrpaELLyeEntoi O TMpeacTaBuTeNb Mo
OTBCTCTBEHHOCTLEO [ OEEckyH W 40BepuTeNbIEbIii 0TBeTCTBeH EOCTb 0 JOHQEERCU

O ®usnyeckoe nuuo VEErHTFEQLLYA 0O ®dusnyeckoe mE0 O OEXEE unu

0O [JoBepuTenbHbli O [oBepuTenbHbI JiegesV(0)= >il==
CO6CTBEHHUK COGCTBERLVK ynpaBnawoLWnii

O [Opyroe: 0O [dpyroe:

Nuuo, Eopnucasiiec foky CHT, npefcTasiseT: Jnuo, noanucasLuee JokyMCEEE, npefcTaBnseT:

O MaunaE Hias acoouyeLys viorapuycoH, 2019
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RU-RU (RUSSIAN)
Invisalign aligner doctor MAF

invisalign

MHCTPYKLMA NO NPUMEHEHUIO cucTeMmbl Invisalign

OnucaHue ycTpoliicTBa

Cuctema Invisalign cocTonT N3 Ha3Ha4YaeMoil Bpa4oM-OpPTOLOHTOM MOCNEeA0BATENBHOCTU TOHKMX M NPO3PayHbIX M1ACTMAaCCOBbIX CbeMHbIX
OPTOAOHTUYECKNX U3Jennii (anaiiHepoB), KOTOPblEe U3TOTABANBAIOTCA NO UHAUBUAYANLHOMY 3aKa3y C Le/bio WajsALero n nocTeneHHoro
nepemeleHnsa 3y60B NayMeHTa U3 X UCXOAHOrO NONOXEHUs B 6onee onTuManbHoe U (PU3N0NOrNYECKN NPaBUIbHOE MONOXKEHKE.

Moka3aHa K NpUMEHEHUIO
Cuctema Invisalign nokasaHa Ans opTOAOHTUYECKOTO NeYeHnss aHoManuii npukyca.

MpoTuBonokasaHus
Cuctema Invisalign npotuBonokasaHa K NPUMEHEHUIO y NALWUEHTOB;

- c 3aboneBaHVeM MapofoHTa B OCTPOIi (hase.

MpepgoctepexxeHus

= B pepkux cnyyasx y HeKOTOPbIX NaLNEHTOB MOXET BO3HUKHYTb annepruyeckas peakuus Ha nnacTMaccoBblii MaTepuan anaiHepa.

= B peakunx cnyvyanaxy nayuMeHTOB C HacNejCTBEHHbIM aHTMOHEBPOTUYECKUM oTekoM (H/10), ABNAIOLWMMCSA FeHeTU4eckMM 3aboneBaHnem,
Mo>eT Habnto gaTbcs 6bICTPbIV NTOKaNbHbIR OTEK NOAKOXXHOW TKaHel, Bkaovas roptaHb. HAO MoryT Bbi3biBaTb gaxke cnabbie
pasjpaxuTtenn, B TOM Yucne cBsi3aHHble CO CTOMaTONOrMYEeCKUMU NpoLesypamMmu.

= B ob6oux cnydyaax Heo6X0ANMO HeMe/[NeHHO NpeKkpaTUTh UCNoNb30BaHne analiHepa n 06paTNTbCA 3a KOHCyNbTaunei K MeanLMHCKoMy
cneunanucty. Takxke 06 aTom cnegyeT coo60™MTb B KomnaHuto Align Technology.

= BO3MOXHO cnyyaiiHoe npornaTtbiBaHWe Uau BAbIXaHWe OPTOAOHTUYECKNX MPUCNOCOBNEHNIA AN UX YacTeid, BBUAY Yero atn nsgenus
MOTyT NpejCcTaBAsiTb ONACHOCTb.

Mepbl NPeaoCTOPOXKHOCTH

= 3naliHepbl HY>XHO CHUMAaTb TONbLKO Ha BpeMsi Nnpuema nuLin, HaAMTKOB UAN NPOBEfeHUs TMrMeHnyecknx npoueayp B NonNocTu pra.
CHsiTUe 1 yCTaHOBKA 3MaiiHepPOB C HANPaBASIOLWUMUN KPbIbAMM, BbINOAHAEMbIE CIULLIKOM YacTo UMW C Ype3MepPHbIM YyCUIneM, MoryT
NpUBECTU K NpexX/jeBpeMeHHOMY NoBpexXAeHuto n/vam nonomke analiHepos.

- TllpoBeanTe ANS NaUMEeHTOB UHCTPYKTaX NO TEXHUKE NPaBUIbHOI YCTAHOBKM 1 N3BEYEHUSA 3NaliHepoB C Le/blo NpejoTBpaLeHns
noBpexXaeHuii.

< [Mpv NcnonbL30BaHUN 3naitHepPoOB C HANPaBAAKLWUMUN (BbICOKOTOUHLIMU) KPbINbSIMU IPUKYCbIBaAHWE HEMOCPEACTBEHHO KPbINbeB NN KX
rio3nLMOHNPOBaHMeE APYT HANPOTUB Apyra MOXeT YBe/M4YNTb BePOATHOCTb AedopmMannm nanm o6pasoBaHns TpeLynH.

= OnailiHepbl cnefyeT 6epeyb OT BO3AEWCTBMA ropsivueil BOfbl U arpeCcCUBHbIX XMMUYECKNX BELLEeCTB.

= XpaHuTe analiHepbl B HeOCTYNMHOM NS AeTeil 1 JOMaLlHUX XXNBOTHbIX MecTe.

= XpaHwuTe anaiiHepbl B CyXOM NPOXNajHOM MecTe.

= [pu ncnpaBAeHUUN CUNbHO BbIPaXXEHHOTO OTKPLITOro NpMKyca Unn AUCTanbHOro NPUKYCa, a Takke Npu CMeLlaHHoOM 3y6HoM psge u/unm
Yy3KOW Yentoctn MoxeT noTpe6oBaTbCa AONONHUTENbHOE NeYeHUs1 B KOMMNEKCEe C HOLEeHNeM 3naiHepos.

= He6Hble pacwiuputenu, ajgre3mBHble BCoMorarte/bHble YCTPOWCTBA, TSHK-31aCTUKN U APY>XKe HEeCbeMHble U/UNn CbeMHbIE
OpTO/OHTUYECKMNE N3JEeNNsi MOTyT NOTPe60oBaThCA 451 60Nee CNOXKHbIX NNaHOB NeYeHNs, Korja npyMeHeHne OfHUX TONbKO anaiiHepoB
MOXeT 6blTb HE0CTATOUYHO ANA AOCTUXKEHUS Kenaemoro pesynbtaTa.

= [1na KOppeKUUn CUNbHON CKYYeHHOCTUN 3y60B nnu ancbanaHca YentocTel MoxeT NOHaJ06UTLCA NPOBeeHNe XNPYPruyecKoro
BMewarenbcTea. Ecnn TpebyeTtcsa xvpyprmyeckoe BMellaTeNbCTBO B MONOCTU PTa, 0 HaYana NevyeHus cnejyet NPpUHATL BO BHUMaHue
PUCKM, CBSI3aHHbIe C aHecTe3nei 1 Hafnexalium 3aXnuBneHnem.

= ATunu4Hble no hopMe, Npopesatolmecs U/mnm oTcyTCcTBytOLMe 3y6bl MOTYT BAUSITb HA afanTalunto anaiiHepoB, a TakXe Ha BO3MOXXHOCTb
[OCTUMDKEHUS XKeNaeMblX pe3ybTaToB eyeHus.

= CyuwecTBylol e opTonefmyeckme KOHCTPYKLUN (HanpumMep, KOPOHKN, MOCTOBUAHbIEe NPOTe3bl) MOryT CMEeCTUTLCA 1 NoTpe6oBaTb NOBTOPHOW
purKcauum Unm B HEKOTOPbIX Clydasx gaxe 3aMeHbl.

= [lpumeHeHuWe 3naiiHepoB He NPUBOANT K3IPHEKTUBHOMY CMeLLeHNI0 3y6GHbIX MMMNAaHTaToB.

= HekoTopble MeANLMHCKMNE COCTOAHUS 1 NPUEM OnpefeNeHHbIX NeKapCTBEHHbIX NpenapaToB MOryT NOBANATL Ha pe3ynbTaTbl
OpPTOAOHTUYECKOTO MevyeHus.

= [locne nepwoii ycTaHOBKM 3naiiHepa 1 nocne Kaxaoro nepexoja Ha HoBbIi anaiiHep B nocnefoBaTeNbHOCTU MOXET Habnaatbes
NnoBbILIEHHAs YyBCTBUTENbHOCTb 3y60B.

= JnaiiHep MOXeT BpeMEeHHO BANATb Ha AUKLWIO 1 NPUBOAUTL K LLENEensBOCTU, XOTA Nto60e HapylleHne peyn, CBiI3aHHOe C HOLEeHUEM
anaiHepoB. 06bIYHO NCcUe3aeT B TeUEeHVEe OHO NN ABYX HEfeNb.

= OTKa3 0T HOLWEHWUsI OPTOJOHTUYECKOTO U3JeNns BTeYeHne NpeAnmcaHHoOro KonnyecTsa 4acos B leHb U/ NoNHOe UTHopupoBaHue
npeanucaHunii Bpaya no HOLEHNo 3naiiHepoB MOXeT yBeMUYNTb NPOAOMKUTENbHOCTb 1eHEHNA N NOBAUSATL HA BO3MOXHOCTb JOCTUMXKEHNSA
XenaemblX pe3ynbTaTtosB.

= BO3MOXHO nosBneHVe LapanuH 1 pasjpakeHus Ha jecHax, Wekax unm rybax.

= B xopae neyeHuns, 4tobbl CNOCOGCTBOBATL YAEPXKaHUIO anaiHepa n/nnm BuxeHuto 3y60B, MOXXeT noTpeboBaTbCA BpeMeHHasa hukcaums
aTTaYyMeHTOB Ha ofHOM unn 6onee 3ybax.

= ATTauMeHTbl MOryT oTnajaTtb U Tpe6oBaTh 3aMeHbl.

= Bce aTtTrayMeHTbl JOMKHbI 6b/b YAaneHbl Nocae 3aBepLlleHns NeYeHus.

= Takxe cnejyeT NPMHUMATh BO BHUMaHUE PUCKM, CBA3AHHbIE C MEXanpoKCMManbHoOW peaykuuei amanu, Kkotopas MoOXeT 6bITb NokasaHa
Kak YacTb NneyeHus Ans o6ecrneyeHns NpocTpaHCcTBa, HEO6GXOAUMOro ANs BUXKEHUSA 3Y6OB.

< Y nayueHTOB, KOTOpble HE YUCTAT Hagnexawmnm o6pasom 3y6bl WETKON 1 3yGHOW HUTLIO BO BpeMsi nedeHuns nn6o ynot obnator
NpoAyKTbl WU HaMUTKK, CoAepykalline caxap, BO BpeMsi HOLEHWsS 3naiiHepoB, MOTyT pa3BMBaTbCs Kapuo3Hble MonocTn B 3ybax,
3a6oneBaHuns NapojoHTa, AeMUHepanmsaLmnsa 3y6HON aManu 1 nepMaHeHTHOe cKonneHne Haneta.

= BO3MOXHO M3MEHEeHMe NpuKyca Ha NPOTS>KEHNN BCEro Kypca 1e4eHuns, YTo MOXeT NPUBOAUTL K BDEMEHHOMY ANCKOMMOPTY nauneHTa.
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RU-RU (RUSSIAN)
Invisalign aligner doctor MAF

B KOHLe neyeHns NprKyc MoxkeT noTpe6oBaTh KOPPEKLUM CO CTOPOHbI Bpaya.

3y6bl MOTYT U3MEHSATL CBOE MONOXEHWe nocne 3aBeplUeHusi NeyeHus. NMocTosHHOe HoLleHne peTeiiHePOB B KOHLE Kypca 1evyeHuns
cyliecTBEHHO COKpaljaeT yKasaHHY TeHAEeHLNIO.

PekomeHpayeTcs, 4TO6bI BCe 3y6bl 6bINM XOTSA Gbl YACTUYHO NOKPbITbI peTeiiHepoM, YTo6bl n36exaTb 3y60anbBEONAPHOr0 YANUHEHUSA.
Tak>xe BO3MOXHa BpeMeHHas runepcanusalms UM cyxocTb BO pTy.

MporHos gns 3y6oB, KOTOpble paHee 6bIAN TPABMUPOBAHbI UM NOABEPTANCH OGLUIMPHOMY BOCCTAHOBNEHUIO, MOXET 6bITh
HeGnaronpuAaTHbIM. 6 peAKUX cryyasix BO3MOXHO COKpalleHne ONroBeYHOCTN 3y6a, MOXeT NOsiBUTbCA HE06XOAUMOCTb B €ro
[OMNONHUTENBHOM NeYeHNU, Hanpumep, 3HAOAOHTUYECKOM, /U NPOBEAEHUN BOCCTAHOBUTENbHbIX NPOLEAYP, NN Xe NauneHT MoxeT
notepsaTtb 3y6.

BO3MOXHO yXyjlleHne COCTOAHNA KOCTHOI TKaHW 1 jleCeH, KOTOpble BbIMOMHSAIOT NOAAEPXUBAIOLLYIO (PYHKLMIO MO ONIOLLIEHNIO K 3y6HbIM
pspam.

B npouecce opTOAOHTAYECKOrO NeYeHUs AHa KOPHei 3y60B MOXXeT COKPaTUTLCA, a 3TO MOXET OTpULlaTelbHO CKa3aTbCs Ha CPOKE XKU3HN
3y60B.

B pefKkux cnyvyasx BO3MOXHO BO3HUKHOBEHME Npo6aeM C BUCOUYHO-HVKHEYEeNtoCTHbIM cycTaBom (BHYC), Bbi3biBalowWwmx 60nb B cycTaBe,
TOoNoeHyto 601b nAn Npobnemsbl € ylwamu.

WHCTPYKLUMMN NO NPUMEHEHWUIO

10

12.
13.
14.

HenocpepjcTBeHHO Nepej Mcnonb3oBaHWeM NPOMOiTe HOBble 3n1aliHepbl XONOAHO BOJOI.

Ecnu B pamKkax nedeHus 6bin yganeH 3y6. HEO6X0AMMO COXPaHsATL 3TO MPOCTPAHCTBO 40 3a)lOlBneHus. ATTauMeHTbl cnegyet
ycTaHaBAMBaTb TONbKO NOCAE NOMHOMO 3aXXMBNEHWUA MecTa 3KCTpakuyumn 3yba.

N3yunute cogepxxaHne 6powwtopbl «<MHCTPYKLMA NO NPpUMeHeHWIo an3liHepoB. Invisalign n yxofy 3a HUMU» BMeCTe C NayMeHToMm.

Kaxgblii Ha6op anailiHepoB NpefjHa3Ha4YeH 4N 3aMeHbl Yepes

1-2 Hepenun c yyeTom 20-22-4acOBOrO HOLWEHUSA B ileHb NN NO YCMOTPEHUIO Bpaya.

BbinonHuTe nocagky anaiHepa Nel Ha 3y6bl naymeHTa, a 3aTeM BU3yanbHO NPOBEPbLTE, HE 3allEMNSIOTCA N MATKUe TKaHu. B cnyvae
Heo6Xx04MMOCTN 3naiiHep MOXHO nojgpesaTtb. [locne o6pe3kn OTNONMPYITe anaiHepbl C NOMOLLbIO NONMPOBOYHbIX UCKOB EZ-Trim "~
(VN aHanNoOrnYHbLIX NpUucnoco6neHuni).

HanpaBnsilow e (BbICOKOTOUYHbIE) KPblbs Ha anaiiHepax cneuunanbHo pa3paboTaHbl 415 BbIABKEHUS Bepes HWXKHel 4entctu ¢
Lenblo Koppekunmn nprukyca. BaxxHo y6eanTbCcsA B TOM. HTO HanpaBAsioLW e Kpblibs HaX0AATCSA B NPaBUIbHOM MONOXXEHWUN NPU HOLIEHUN
3anaiiHepoB (a UMEHHO HUXXHME KPbl/ibsi PACMON0XEHbI BNepean no OTHOLIEHUIO K BEPXHUM).

YcTaHoBUTe aTTa4MeHTbl U BbINONHUTE HEO6GX0ANMbIE NpoLeAypPbl MeXXanpokcuManbHoi pegykunn amann (MAP3) c ncnonb3osaHuem
npefHa3HayeHHoOro A4ns atoro Ha6opa Invisalign (MM aHanormyHoro Npoaykra).

Mpn Heo6xoaMMoOCTM 06GaBbTE K anaiHepam MNOHTUKU. UCNONb3Ys COOTBETCTBYIOLLYIO cuctemy Invisalign (M aHanornyHbIi NPOAYKT).
MpejocTaBbTe NayMeHTy Takxke cneynanbHble PyTaapbl A8 XpaHeHUs analiHepos Invisalign. MPOMHCTPYKTUPYiiTe naymeHTa o TOM. 4TO
XpaHUTb anaiiHepbl HEOGXOANMO B cneynanbHOM GyTasipe BCAKWIA pas, KOTAa OHW He UCMOoMb3YTCsl, YTO6bl 3alWUTUTL X OT NoTepwu
NN NoBpexaeHus.

Mpy KaXXAoM BM3UTE NaumeHTa npoBepsiiTe 3y6bl HA NPeAMEeT NNOTHOCTM MEeX3YOHbIX KOHTAKTOB U, B Cliy4yae Heo6X0AUMOCTH,
nposeante MAP3 cornacHo pekomeHgauusm, MpoBepsiiTe Takke COOTBETCTBME dnaliHepa TeKylleMy aTany ne4eHus, N10THOCTb ero
npuneranna K 3yéam u. npu Heob6xogumocTu, napameTtpbl ClinCheck gns MOHUTOPUHra xoja nevyeHuns.

Pacnpepgenute cnepytowne Habopbl anaiHepoB no atanam. MayneHTy cnepyeT npejocTaBuTb JOCTATOUNOC KOMMYECTBO HAGOPOB
3naiiHepoB, HeO6X04MMOE Ha Nepuoj A0 CheayloLlero Bu3unTa K spady.

Ecnm noHafgo6sTCs AONONHUTENbHbIE 3NaliHEpPbl. MOTYT NOTpe6oBaTbCst HOBblE OTTUCKUN

M0 OKOHYaHNW NeYeHUs HacToATeNbHO PEKOMEH/yeTCs HOoLleHne peTeliHepoB

Apyras nicopmayuns o npouyegypax npusejeHa B yuebHbIX Matepuanax no ycrpoiicteam Invisalign.

NMoBcefHEeBHbLIV nNpodunakTuyecknii yxop 3a anaiHepamu Invisalign

1.

Bcakunii pas3. npexae 4yem Hajetb 3na|7|Hep, a TaKxxe nepej cCHoOoM OCManMBaIZTe 3}'Ial7IHepr Ha npegMeT Hanu4dna TpewmnH nan
fe<topmauwnii. Mpu o6HapPY>XEeHUN cepbe3HbIX TPeLWH unu gehopmMmanmini HemegneHHo coobuwmTe 06 aTom Bpayy He mcnonb3yiite
analiHep C TPeLWMHOI pa3mMepoM C BbICOTY 3yba.

MpumeyaHune. Y geTeil anaiiHepbl fONKEH NPOBEPATL POAUTENb UAN OMEKYH.

2.

Mepepa KaXAoW ycTaHOBKOW analiHepbl cnefjyeT ounwaTtb, UCNONb3YA ANA 3TON Lenn 3y6HYIo WeTKy C MATKOW WeTUHON, Bogy u
He6onbloe KonmyecTBo 3y6HOI nacTbl.

MpumeyaHune. Mocne o4UCTKM TWLaTeNbHO NPOMOiiTE analiHepbl BOAOI. TakKe peKOMeHAYeM UCMONb30BaTb AN OUUCTKN CPEACTBa
Invisalign. Ux cnegyet npuMeHsTb pa3 B HEAEN0 UK No Mepe Heo6X0ANMOCTU.

HE ncnonb3yiite npu ouncTke anaiiHepoB cpefctBa AnA 3y6HbIX NpoTe30B. HE 3amaunBaiite anaiiHepbl B XXUAKOCTU ANSi NONOCKAHUA
nonocTy pra. YKasaHHble NpoAyKTbl MOryT HE6GNaronpuATHO NOBNNATL HA NOBEPXHOCTb 3naiiHEeEPOB. 06YCNOBUB NX TYCKNOCTb W. TAKUM
o6pasom, cgenas ux 6onee 3aMeTHbIMU MPU HOLIEHUN.

Baw cTtapToBbili Habop anaiiHepoB KOMMNNEKTyeTcs cneynanbHbiM(-1) pyTnapomMm(-aMn) NS UX XpaHeHus. InaiHepsl Invisalign
HEeo6XOANMO XpaHUTb B PyTAsipe BCAKWI pas. KOrja OHU He UCMONb3YyoTCA. dnaiiHepbl C HANPaBASOWUMUN «KPbINbAMU» cnegyet
XpaHWTb @ COOTBETCTBYHOLWEM (yTaspe, B KOTOPOM NpefycMOTpeHOo 6o/blie NPOCTPaHCTBa ANA HafneXkalllero XxpaHeHus.

PyTAsApbl 418 3NaliHEPOB MOXXHO MbITb BPYUHYIO BOAOM C MbIIOM ®YTNAPbl HENb35i MbITb B MOCYJOMOEYHO MallnHe

Hapnexauwaa rurmeHa nonocTtu pra

1

dnaliHepbl cneayeT CHUMAaTL Ha BpeMa npuema nuunM 1 HanuTKos. (MauneHTam He HY>KHO CHUMaTb 3naliHepbl. YTO6bl BbINUTL XONOAHON’
BOJbI).

MauneHTbl JOMKHBI YUCTUTL 3y6bl U N0NL30BATLCA 3YGHOV HUTLIO NOCNE KaXA0ro NpMeMa NULKM KM nepekyca u nepef Tem. Kak HajeTb
CBOM 3naiiHepbl. ECAN HET BO3MOXTOCTM BOCMONb30BATHCA YNCTALUM CpeAcTBOM Invisalign unu 3y6HOI WETKO, MOXHO NpocTo
npononockaTk poT, @ 3aTem NOYNCTUTL 3naiiHepbl, NPOMbIBaA UX NOJ CTpyeli Tennoi NPoToYHON BOAbl. MNauneHT fomKeH o6a3aTensHo
NpoBECTW TWjaTeNbHYI0 OYUCTKY anaiHepoB NPV NEPBOWA K& BO3MOXHOCTU.

Ecnn y nauneHTa ecTb Kakme-nm60 Bonpochl OTHOCUTENbHO TEXHUKMN NPOBEAEHUS TMTNEHNYECKUX MEPONPUATUIA, Heo6xoanMo
o6paTuTbCca K Bpauy.
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RU-RU

(RUSSIAN)

Invisalign aligner doctor MAP

4. [ns coxpaHeHus 340pOBbs 3y6GOB N AECEH HACTOATEIbHO PEKOMEHAYEM NMPOXOANTL PErYNSPHbIE OCMOTPbLI Y CTOMATONOrA U YACTUTb

3y6bl.

Komnnektauyusa

Kaxjblii anaiiHep ounwaeTcs v ynakoBbiBaeTCs Nepej oTnpaBKoii. Ha KaxAioMm anaiiHepe MMeeTcs 10roTun Komnaxuum Invisalign v Homep,
No3BONAWNIA NAEHTUDNLMPOBATL NALMEHTa N 3Tan NevYeHus.

YcnoBHble 0603HavYeHun

O603HaveHne HasBaHue
O6paTnTech KMHCTPYKLMM MO
I:S NPUMEHEHNIO

[laTta nponssogcrea

BHumaHve!

A

(ﬁ L Homep nauueHTta

Mpounssogutens

L

|EC[AEP]|

YNONHOMOYEHHBbI
npeacTtasuTtens B EC

Tonbko no peuenty
Rx only

MosicCHUTEeNbHbIN TeKcT

Monb3oBatento cnedyert 03HaKOMUTLCS C
VHCTPYKLMEN NO MPYMEHEHMIO.

[lata npov3BOACTBA N3[ENNS MEAULMHCKOTO
HasHaueHus!.

Monb3oBaTento cnefyert 06paTUTbCs KUHCTPYKLWK NO
NPUMEHEHNIO AN51 NONYyUYeHUs BaXKHOW MHopmaumn,
Hanpumep, o NpeaynpexxgeHuax n mepax
npeaoCcTOPO>XXHOCT, KOTOPbIE MO pa3HbIM NpuynHam
He MoryTt 6bITb npeactaBneHbl Ha caMoOM
MeJULIMHCKOM yCTpoiicTBe.

YHUKanbHbI HOMEp, CBA3aHHbI C KOHKPETHbIM
nauneHToM.

|-|p0I/I3BO,qI/ITel1b n3genna MeguumMHCKOro HasHavyeHunsa
cornacHo nonoxenuam Aupektusbl EC 93/42/EEC.

YNonHOMoU4eHHbI NpeacTaBuTens B EBponelickom
Cotoze.

MpegocTepexkxeHne degepanbHoe 3aKOHOAATENIbCTBO
paspeLluaeT NPoAaXyY AAHHOTO U3AENUSA TONbKO
MLEH3MPOBaHHbLIM CTOMATO/IOrOM WMAW N0 ero
pacnopsKeHuto.

CcbinKa Ha ctaHgapT

EN ISO 15223-1*; 5.4.3

ENISO 15223-1*: 5.1.3

EN ISO 15223-T; 5.4.4

EN ISO 15223-F; 5.7.1

ENISO 15223-T; 5.1.1

EN ISO 15223-T; 5.1.2

CBoj thefepanbHbIX

HOpMaTuBHbLIX aktos CLUA,

cratba 21. YacTtb601.1

09(b)(1)

‘N3aenns MeaMLMHCKOro HadHaveHnsi — CMMBOJbI, KOTOPbIE JOMKHbI UCMO0/b30BATLCS B MapKVPOBKE U3AeNns MEAULMHCKOTO Ha3HaYeHus, u
MHopMaLmsi, KoTopas foO/KHa ObiTb NpefocTaBneHa — YacTtb 1. O6wme Tpe6oBaHus.

align

Align Technology. Inc.
2820 Orchard Parkway
San Jose. CA 95134
USA

Align Technology B V.
Zekeringstraat 4i

1014 BV Amsterdam
The Netherlands

Patent www.aliQntechcom/Datents

YNonHOMOUYEeHHbIW npeactaBuTens B Poccumn
KomnaHua OO0 0O «3naiiH TexXHONomxm»

117105. MockBa, Baplasckoe wocce oM 9, ctpoeHne 1, ataxk 3, nomeleHve 11, komHata Nel

TenedoH - +7-495 - 995 - 8854

2019 Align Technology, Inc. Align. Invisalign. ClinCheck u iTero. cpegu npounx, ABASOTCA TOBAPHbLIMU 3HaKaMy /UMK 3HaKaMu 06CNy>XnBaHUA
komnanum Align Technology. Inc. nnn ofHoW 13 ee foUepHUX UK aphrUaMpoBaHHbIX KOMMNaHUii 1 MoryT 6bITb 3apernctpuposaHbl B CLUA n/van

APYTMX cTpaHax.

Rx only
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MpunoxeHne K UHCTPYKLMUUN HO MPUMCUCUNK) MELULUHCKOK TACNAUSA

N3penns opTOAOHTUYECKME CbeMHble analiHepsbl liivisaligii Ans ncnpanneHns natonorum npukyca B
Habopax, c NnpullagnexXHoclamu

Ona nonb3oBarenein B Poccuinckoh deacpa(mu!

HaHMeHOBaHWUC MeAUI(MHCKOTO N3aeNnuns:

M3penns opToOfOHTUYECKME CbeMHbIE 31aliHepsbl Invisalign gna wcnpasnellua natonornm npukyca B Habopax, ¢
npuHagncxEwcTamm

BapuaHTbl UCNONMHEHMUA:

1. Hab6op u3genuii OpTOAOHTUYECKUX CBEMHbIX 3nailHepoB Invisalign Full gna BepxHel M HUXHeN 4ventocTel B
cocTaBe:

1.1. Habop analiHepoB, B cocTaBe:

- 9naliHepbl NS BEPXHEW U HMXXHEN 4ventcTeli - He 6onee 198 wT.,
- Wa6noH atraumeHTa - He 6onee 198 wT, (PN HEOBXOANMOCTHN);

- MHCTPYKUMA NO NPUMEHeHUI0 ANA Bpaya;

- NHCTPYKLUA NO NMPUMEHEHUIO AN MaLnekra;

- 0630p neyeHuns.

1.2 CTapToBblii Habop mauueHTa (TP HEOBGXOAMMOCTH), B COCTaBE:
-KOHTellHep Ana xpaHeHuUs analiHepoB - 1 wWT.

- NHCTPYKLUUA HO NPUMEHEHUIO ANS MauueHTa,

2. Ha6bop w3genuii OpTOAOHTMYECKUX CbEeMHbIX 3nailHepoB Invisalign Teen AnA BepxHel W lW>KHel
yentcTen B cocTase:

2.1. Hab6op 3naliHepoB, B cOoCTaBe:

- OnaliHepbl [ANa BepXHel U HUXHeW yentocTelh - He 6onee 198 wrT.,
-lWla6noH atTauymeHTa - He 6onee 198 wT; (NpU HEOBXOANMOCTHN);

- WHCTpyKUMSA NO NPpUMEHEHUIO 4Na Bpauya,

- MHCTPpYKLMA MO NPUMEHEHUIO ANA NauueHTa;

- O630p neveHus.

2.2 CrapToBblii Habop nayueHTa (Mpu Heob6XO0AMMOCTUN), B COCTaBe:
-KoH reliHep Ana xpaHeHusa analiHeposB 1wrT,,

- NHCTPpYKUMA NO NPUMEHEHUIO ANS NauuneHTa,;

3. Habop wun3genMin OpTOAOHTMYECKUX CbeMHbIX 3naiiHepoB Invisalign Lite ana BepxHelh W HUXHENR
YyenwcTel B cocTase:

3.1. HabGop 3naliHepoB, B coCTaBe:

- dnailiHepbl ANA BepXHel U HUXHEN 4yentocTelh - He 6onee 28w T

- lWabnoH atTaumeHTa - He 6onee 28ruT (Npn Heo6xoAMMOCTH);

- MHCTpYyKUMA No NpUMEHEHUIO ANS Bpaya,;

- Nncrpykyuma no npUMeEHeHU0 ANS NauueHTa;

- 0O630p neveHunsa.

3.2 CTapTOoBbIN Habop MayueHTa (Npn Heob6xoAMMOCTH), B COCTaBeE:
-KoHTellHep ANA xpaHeHWs anaiiHepoB 1w T.,

- MHCTPpYKUMA NO NPUMEHEHMWIO ANA NauneHTa;
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4. Ha6op wu3genuii OPTOAOHTUYECKMX CbeMHbiX 3naiHepoB Invisalign \l gns BepxHelt M HUXHeN
YyencTen B cocTaBe:

4.1 Habop anailHepoOB, B COCTaBe:

- dnaliHepbl ANA BepxHel M HWXXHeW yentocTeli - He 6onee 14 wT,
-lWlabnoH aTtTauymeHTa - He 6onee 14 wWT. (NpU Heo6XOA4UMOCTK);

- MHCTPYKUMA NO NPUMEHEHUIO AN Bpaya,

- MHCTPYKUMA NO NPUMEHEHUIO ANA MaLUeHTa;

-0630p nevyeHuns.

4.2 CTapTOBbIA HAabop NayneHTa (MTPM HEOBXOAMMOCTM), B COCTaBE:
-KoHTeliHep Ana xpaHeHWs anaiHepoB - 1w T.,

- VIHCTpYyKUMA NO NPUMEHEHWIO 4NA NauuneHTa;

5. Ha6op wu3genuii OPTOJOHTUYECKUX CbEMHbIX 3naiHepoB Invisalign Go fana BepxHel W HUXHEN
YentocTeil B cocTaBe:

5.1 Habop anaiiHepoB, B cOCTaBe:

- JnaiiHepb[ A4NA BEepXHeW M HMKHeW yentocTeli -He 60nee 40 wr,

- Wa6noH atTaumeHTa - He 6onee 40 wWT. (NpY Heob6xoAMMOCTH);

- MHCTpYKUMA NO NPUMEHEHUWIO ANA Bpaya,

- MHCTPYKLUMA NO NPUMEHEHMNIO A4NA NaLueHTa;

- O630p neyveHus.

5.2 CtapToBbIi Habop nauuneHTa (Mpy HEOGXOAUMOCTM), B cCOCTaBE:
-KoHTeliHep Ana xpaHeHuWs anaiHepoB 1w T.,

- MHCTPYKUMA NO NPUMEHEHWIO AN MaLUeHTa;

6. Ha6bop n3gennii opTOAOHTMYECKMUX CbEMHbIX 3naiHepoB Invisalign Go Plus ans BepxHeil W HUXHeN
yeniocTen B cocTaBe:

6.1 Habop anailillopoB, B cOCTaBe:

- 9naliHepbl NS BEPXHEN MU HWIXKHEN 4ventocTein - He 6onee 52 wrT.,

-lla6noE! attTaumeHTa - He 60nee 52 wWT. (MpY HEOBXOANMOCTHN);

- MHCTpYKUMA NO NPUMEHEHUIO 4NA Bpaya,

- NHCTPYKLUMA NO NPUMEHEHWIO ANA NaLWeHTa;

-0630p neyeHus.

6.2 CTapTOBbI1 Habop NaymneHTa (MpU Heo6XOAMMOCTHN), B COCTaBE!

-KonTeitnep ans XpaHeEQVIA snallEopos 1w 1.,
- MHCTPYKLMA HO MPUMEHEHMIO ANS NaLueHTa;

7. Ha6op wn3genuii opTOAOHTUYECKUX CbeMHbIX 3naliHepoB Invisalign Express Ana BepxHel W HUXHEN
YentocTell B cocTaBe:

7.1 Habop analiHepoB, B cocTaBe:

- dnaniHepbl 4NA BEpPXHEW U HWXKHeN ventcTelh - He 6onee 14 wT.

- WabnoH aTTauMeHTa - HC 6onee 14wT. (MpyM HEOBXOLUMOCTN);

- MHCTPYKLMA NO NPUMEHEHUIO ANS Bpauya,

- MHCTPYKLUMA NO NPUMEHEHUIO ANA nauyneHTa;

- O630p NnevyeHuns,

7.2 CTapTOBbIii Habop nauneHTa (MpY HEeO6GXOLMMOCTHN), B COCTaBE!
-KorETelimep gns xpaHeHusa analiHepoB 1w T.,

- MHCTPYKLMA MO NPUMEHEHUIO ANA NauueHTa;
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8. Ha6op u3gennii OpTOROHTUYHECKUX CbEMHbIX 3namepoB Invisalign Comprehensive gna BepxHeidl wn
HWXXHeN yeniocTteil B cocTaBe:

8.1 Habop anaiiHepoB, B cOCTaBe:

- OnaiiHepbl ANS BepXHeWl U HWXXHeW 4YenwcTeil - He 6onee 198 wrT,
-lWla6noH atTaumemMTa - He 6onee 198 wWT. (MpU Heo6XOAMMOCTM);
- MHCTPpYKLMA MO NPUMEHEHWIO A4NA Bpaya;

- VHCTpYyKLUMA NO NPUMEHEHUIO ANA NauneHTa;

-0630p nevyeHus.

8.2 CtapTOoBbIli Habop naymeHTa (Npy HeO6GXOAMMOCTK), B cCOCTaBe:
-KoHTellHep ana xpaHeHua analiHepos 1w T.,

- VIHCTPpYKLUMA NO NPUMEHEHUNIO ANS NMauuneHTa,

9. Ha6op m3gennii OpTOROHTUYECKUX CbeMHbIX 3naiHepoB Invisalign Moderate gns BepxHeli U HUXKHeW
yentcTei B cocTaBe:

9.1 Habop 3nainHepoB, B cOoCTaBe:

- OnaliHepbl ANs BepXHel M HUXHEN yentocTen - He 6onee 52 wT,,
- Wla6bnoH atTaumeHTa - He 6onee 52 wT., (NpM HEOBGXOANMOCTHN);
-NHCTpYyKUMA NO NPUMEHeHNI0 ANS Bpaya,

- NHC rpyKumMsa no NpYMMEHeHWIO A4NSA nauuneHTa;

- O630p neyeHuns.

9.2 CtapToBbIli Habop mauueHTa (Mpn HeO6GXOA4MMOCTHU), B COCTaBe!
-KoHTellHep ANA xpaHeHus analiHeposB | wT.,

- VHCTpYyKUMSA NO NPpUMEHEeHWIO AN nauneHTa;

10. Habop n3gennii OpTOAOHTUYECKUX CbEMHbBIX 3aiiHepoB Invisalign First Comprehensive ons BepxHei u
HVXXHEW YentocTeil B cocTaBe:

10.1 Ha6op 3snaiiHepoB, B cOCTaBe:

- dnaiiHepbl AN BEPXHEN M HUXXHEW YentocTelt - He 6onee 198 wr;
-lla6noH atTaumMeHTa - He 60nee 198 wWT (MpN HEOBXOANMOCTK);

- MHCTPYKUMUSA NO NPUMEHEHWIO ANA BPaya;

- NHCTPYKUMSA NO NPUMEHEHMWIO A4NA NalneHTa,;

-0630p neyeHus.

10.2 CtapTOBbIi Habop nauueHTa (MpyM HeO6GXOA4UMMOCTM), B COCTABE:
-KoHTellHep Ana xpaHeHusa anaiHepos 1w T.,

- MHCTPpYKUMA NO NPUMEHEHWIO ANA NauuneHTa,;

n. Habop wu3genuii oOpToAOHTMYECKMX CbEeMHbIX 3naiHepoB Invisalign First Moderate gns BepxHel u
HVXKHeN yentocTeil B cocTase:

11.1 Hab6op 3analiHepoB, B cOCTaBeE:

- dnaiiHepbl ANA BEpPXHEW M HWXXHEeW yentocTelh - He 6onee 52 wT,
-lla6noH atraumenTa - He 6onee 52 WT, (NpKU Heo6XxO4UMOCTH);

- MHCTPYKLMA NO NPUMEHEHUID ANS Bpauya;

- MHCTPYKLMS NO NPUMEHEHUI0 AN nauueHTa;

-0O630p neveHuns.

11.2 CtapToBbIi Habop mauyneHTa (NMpM HEOBXOLMMOCTHN), B COCTaBE:
-KoHTeliHep ANA xpaHeHWs snaiHepos 1w T.,

-V HCrpyKUumMsa no NnpuMeHeHto 4NA naumneHTa;
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12. Ha6op u3gennii OpTOROHTUYECKNX CbeMHbIX anaincpoB Invisalign First Comprehensive Phase 2 ans
BEpXHel M HUXHEeN yentocTeil B cocTase:

12.1 Hab6op analiHepoB, B cOCTaBe:

- 3nanepbl AN BEPXHeW N HWXKHEeW yentocTel - He 6onee 198 wT,,
-llla6bnoH a3TauMeHTa - He 60nee 198 WT. (Npu Heob6xoaUMOCTH);

- MHCTPYKL NS HO NPUMEHEHWIO N7 Bpaya,

- NHCTPYKUMA NO NPUMEHEHMWIO ANA NauueHTa;

- O630p neyeHuns.

12.2 CtapToBbIli Habop nayuneHTa (NP HEO6XOAMMOCTHK), B COCTaBE:!
-KoHTeWHep gna xpaHeHuda 3naliHepoB 1wT.,

- WHCTpyKLMSA NO NMPUMEHEHMWIO AN NauuneHTa;

13. Habop u3penuii OpTOAOHTUYECKUX CbEMHbIX -AOMNONMIHUTENbHbIE 3NaiHEpPbl ANS BEPXHEN U HWXKHel
yenwcTen B cocTaBe:

Ha6op analiHepoB, B cOCTaBE:

-fononHMTeNnbHbIE 3NaliHEPbl AN BEPXHEWN N HUXXHEWN-4yentocTein He 6onee 198 wr.

-llabnoH aTTauMeHTa - He 6onee 198 wT., (Mpn Heob6xoAMMOCTN);

- MHCTpYyKUMS NO NpMMeHeHMO AN Bpayva (Mpu Heob6xoaMMoOcCTN);

- WHCTpYKLUMSA NO NPUMEHEHMI0 ANA nauyueHTa (Mpu Heob6xoaMmocTn);

- O630p NnevyeHnsa, (NMpm Heo6GXOAMMOCTH);

14. Ha6bop n3gennii OpTOLOHTUYECKNX CbEMHbIX - FTapaHTUHbIE 3naliHepbl AN BEPXHEN U HUXHEN 4dentocTeit
B cOCTaBe

- FapaHTuliHble 3anaiHepbl 4NA BEPXHEWN U HUXKXHeW ventocTeli (He 6onee 198 wT.),

- lWa6bnoH atTaumeHTa - He 6onee 198 wT., (Npn Heo6XOA4UMOCTH);

- NHCTPYKLMA MO NPUMEHEHUIO AN Bpayva (Npu HEO6X0AMMOCTH);

- MHcTpyKumMa no [hnumMmeHeHUIO AN naumeHTa (NP HeOBXOLMMOCTH);

- O630p neyeHus, (Npu HeoBXOAUMOCTH);

15. Habop wn3genuini oOpTOAOHTUYECKUX CbEMHbIX * CMEHHble 3naliHepbl ANA BepXHel U HUXHEeN 4yenwcteil B
cocTaBe:

Ha6op analiHepoB, B cocTaBe:

-CMeHHble 3/1aiHepbl A1 BEPXHEW U HUXKHEWN yentocTen (He 6onee 198 wT.),

- WabnoH atTauMeH Ta - He 6onee 198 wr.), (NpM Heo6Xx0AMMOCTN);

- MHCTPYKLUMS MO NPUMEHEHMWIO 4NA Bpaya (Npu Heob6xoanmMocTn);

- WHcTpykumns no [pumcHeHnto ansa nayueHTta (Npu Heob6xogumocTu);

- 0O630p nevyeHns, (Npm Heo6XOLUMOCTH);

MpuHagNeXxXHocTH:

- Wa6noH attaumeHTa Invisalign gna HuxHelh n BepxHel yentoctel He 6onee 198 wWT.
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Mpowussogntens:

«3dnaiH Texmonopxu, WHK.» (Align Technology, Inc.)

2820 Orchard Parkway, San Jose, CJ1 95134, United States Of America (C (I1A).
TenedoH:+1 (408)470-1000

E-mail: corporateinfo@ aligntcch.com

YNONHOMOUYEHHbI nNpeAcTaBuTeNnb B Poccuiickolh defepaymnu:
O61ecTBO C OrpaHMYEHHO OTBETCTBEHHOCTbI0 «3nalP! TexHonoancu» (OO0 «3naiiH TeXHONOAXKU»)

Poccuiickas depepauynsa, 117105, ropog MockBa, BapwaBckoe wocce, gom 9, ctpoeHune 1, atax 3, nomewelwe
Il, kKomHaTa Nel.

TenedoH: +7 (495) 995-88-54

E-mail: cs-m@ alia:ntcch.com

MasnaveHwunc:
dnaiHepsl Invisalign npegHa3HayeHbl 4N NPOBEAEHUS OPTOLOHTUYECKOTO IeHEHUA aHOMaNun npukyca.
Moka3zaHNA:

dnaitHepsbl Invisalign npegHasppayveHbl 4N OpTOLOP4TNYECKOTO leYeHs aHOManuin npukyca.

«BblpaBHMBaHMWe» 3y60B ABNAETCA OTHOCWUTENbHO LWWPOKUM TEPMWHOM B OPTOAOHTMM W WCNONb3yeTca ANA
onucaHna nepemeweHnsa 3y60B M3 MCXOLHOTO MOJIOXEHUA B KOHEYHOE MONOXeHWe, onpejensiemMoe BpayoM.
Tunel nepemelleHns 3y60B, NCNonb3yemblie NS «BblpaBHMWBaHUA» 3y60B BpaplyaloT, HO He OrpaHu4YMBaloTCA
cnefywwmnm:

-BpaweHune/gepoTtaymsa (No 4acoBoli CTpeske UM NPOTUB YacCOBOW CTPENKN)

-IHTpy3nsa (annkanbHOe HanpaBneHue)

-9KCTpy3na (KOPOHKOBOEe Hanpas/ieHue)

- KopnycHoe nepemeljeHne (Me3nanbHoe, juUcTanbHOe, BeCTUOynapHoe, AuctanbHoe)

-TunnnHr (aHrynsauns)

- 3meHeHMne TopKa (HaKNOH)

- PacwunpeHune 3y6HbIX pajos (monepeyHoe)

LieneBoii monynsuunei Ans nedyeHus sABASIOTCS NalWeHTbl CO CTabGW/bHBIM MPUKYCOM, BKIOYas MaLWeHTOB ¢
MOCTOAHHBLIMU W CMELWAaHHBIMU MpUKycamMu. TUN aHOManuu NpPUKyca, BblIGPaHHbIN ANA fNeyeHus, octaeTcs Ha
YyCMOTpeHWe fedvauiero Bpada, MOCKONbKY camMWu W3AENUA HC MMeKT OorpaHUYeHWUii, OCHOBAHHbLIX Ha Tune
aHoManuu Qpukyca. NMOCKONbKY HanMume MNOCTOSHHbIX 3y60B BapbWpyeTcs B 3aBUCMMOCTM OT BoO3pacTa, a
BpeMs npopc3biBaliva 3y60B HEOAMHAKOBO A/ Pa3HblX MOJIOB, CYLW,eCTBYHOT ONpejeneHHble OrpaHnyeHns ans
NpoAyKTa, OCHOBaHHbIE Ha BO3pacTe UM MOJe NalueHra.

Faknm o6pasom, 3naiHepbl Invisalign Moryt 6biTb  EwWw3HayeHbl ANn8 BblpaBHUMBaHWA 3y60B npwu
OpPTOAOHTUYECKUX aHoManuax npukyca knacca |, knacca Il unnm knacca Il B no60i BO3pacTHOW rpynne.
Hanpumep, anaiiHepbl MOXHO WCNONb30BaTb ANA BbipaBHMBaHWA 3y60B Kak MNpuW CKyYeHHOCIW, Tak W npwu
NPOMEXYTKax, a TakXe Yy MnauMeHTOB C HOPMa/lbHbIM, FMY6O0KUM WU/MNM OTKPbLITbIM MPUKYCOM. Y nauueHTa
MOTYT ObITb Y3KMe, WNPOKWE WAN HOPManbHble AYrM B MNOMNEPEYHOM U3MepeHWU. HekoTopble Bpayun Takxe
BblpaBHMBAOT 3yObl U OPTOAOH3NYECKN NEPEMELLADT UX, YTOObI UX MOJSIEHO 6bIIO BOCCTAHOBUTb C MOMOLLbIO
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3y6HbIX NPOTE30B (HanpuMep, KOPOHOK, MOCTOB, KOMMO3UTHbIX pecTaBpayuii, KepaMmieckux BUHUPOB)AIMGO B
cepefuHe nevyeHus, nM6o Nocne Hero.

BapuaHT neyeHus fpynna naynmeHToB OnucaHwne

Invisalign B3pocnble BknioueHo He 6onee 99 3TanoB KoOppekuunm Ans
nauneHThl N BblpaBHUBaHUA 3yOHbIX pPSAJOB BeEpXHEN W HUXKHEeN
noapocCTKu YyencTu.

Invisalign Tleen B3pocnbie BknioyeHo He 6onee 99 3TanoB KOppekuuMum cC
nawuueHThl M MCcnoNb30BaHUEM analiHepoB c NHAUKaTopamu
noapoOCTKM cobnogeHne pexuma HOLWEHUA, KOTOpble MO3BONAT

Bpayy cnefuTb 3a co6GnOfeHMEM MauMeHTOM pexuma
neyeHus.

Invisalign Lite B3pocnbie BknEOueHo He 6onee 14 34anoB KOppekuuum Ans
naumneEiTol W BblpaBHUBaAHWA 3yOHbIX PAAOB BepPXHEW WU HUXHEN
nogpoOCTKM YyentcTu.

Invisalign \1 B3pocnbie BkniouyeHo He 6Gonee 7 3TanoB KoOppekuuum Ans
nauueHThl N BblpaBHMBaAHWA 3YyOHbIX PAAOB BEPXHEW U HUXHEN
noapoCTKM YyencTu.

Invisalign Go B3pocnbie BknouyeHo He 6onee 14 nnun 20 3TanoB KOPpPeKLUU ANA
nauueHThl N BblpaBHUBaAHWUA 3yOHbIX PAAOB BEPXHEN W HWKHEN
noapocCTKM yencTu.

Invisalign Go Plus B3pocnble BknouyeHo He 6o0nee 26 3TanoB KoOppekuuu pAns
nauueHThbl M  BblpaBHMBaHWA 3YOHLEX pAfoOB BepxHEW W HUXHEN
nogpocCTKN YyentcTu.

dnaiiHepbl Invisalign -- B3pocnblie Bkno4yeHO HeorpaHM4yeHHoOe KOIUYECTBO 3Tanos

Comprehensive naumneH'rol N KOppekuuMun ans  BblpaBHMBAHMA 3y6HbIX PAAoB
NnoAPOCTKMN BEPXHEW U HUXXHEW YentocTu.

dnaniHepbl Invisalign —  B3pocnble BknouyeHo He 6onee 26 3TanoB Koppekuun Aans

Moderate nayueEn'si N  BbEpaBnmMBaHuA 3yOHbIX PAAOB BEPXHEW W HUXHENR
nogpoOCTKM yencTu.

dnaiHepsbl Invisalign — B3pocnble BkniouyeHo He 6onee 14 3TanoB Koppekuuum Ans

Lite nauuneHThl N  BblpaBHMBaAHWUA 3yOHbIX PAAOB BEpPXHEW U HUXHeNR
noapocCTKM yentcTu.

dnaliHepsbl Invisalign — B3pocnble BkntoueEKD He 6Gonee 7 23TanoB Koppekuuu Ansa

Express nauuneHThbl N  BblpaBHMBaHMUA 3yO6HbIX PAAOB BEPXHEW W HUWXKHEN
noApPOCTKK YyentcTu.

dnaiHepsbl Invisalign Mpeny6epTaTHbIi BknioueHo 6Gonee 26 3TanoB Koppekuuun (6e3

First — Comprehensive nepuop orpaHuMyeHunii) [ans BblpaBHMBAHWA 3Yy6HbIX pPsAAoB

BEPXHEN N HUXXHEN YeNCcTu.

dnaiHepsbl Invisalign Mpeny6epTaTHblii BkniouyeHo He 6onee 26 3TanoB KoOppekuun And

First — Moderate nepvopa BblpaBHMBaHMA 3yO6EEbIXx pagoB BepxHelW W HUXHEWN

yencTu.

dnaliHepsbl Invisalign Mpeny6epTaTHbIi Bknto4yeHo 6onee 26 aTanos KOoppeKkuun

First — Comprehensive nepuopg (6e3 orpaHuYeHUin) ona BbipaBHMBaHUA 3yOHbIX PALOB

ans BEPXHEW N HUXKHEW YentocTu.

2-N dasbl Koppekyum

HeakTuBHbIe analiHepbl Bce rpynnel  BKNOYEHO HeorpaHWyeHHOe KO/NMYECTBO 3naiiHepos,
nayneHToB HOLWeHMe KOTOPbIX He MNPUBOAMT K MNepemMel,eHunto

3y60B. 0 M  UCMONE3YEOTcA pgna crabunmsauunm
NOMIOMCCHUS 3Yy6OB MNa opeecoii YENHOCTU, NOKA He 6yaAyT
3aBeplWeHbl BCce 3anfaHUpoBaHHble nepemeEyeHus
3y60B Ha NPOTMBONONOXKEKOW uentocTu.

A ononHuTenbHoble Bce rpynnsl  BknEO4YeHO HeorpaHuyeHEwe Konn4yecTBO 3naliHeEpOB,
ananHepbr nayueHToB KOoTOopble MOXEHO 3akasartb, ecnu CKOpOCTb
nepemMelyeHus 3y6oB He cOOTBeTCTBYeT

3annaHNpoOBaHHON, BHeCeHbl W3MeHeHWa B MNfaH
neyekEEmnsa, naumeHty EEeob6bxoammo ycTaHOBMTb HOBYEO
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pectaBpayuto nnn npoBecTn KakKoe-nm6o
cTomMatonorMyeckoe BMeWaTeNbCTBO, MaLMEHT He
co6ntopan pexum HOWEHNA  3naliHepoB nnn
HyX[aeTcs B AOBOAKE NeUeHus.

CMeHH!¥e anaiHepbl Bce rpynnsl  BKAOYEHO HeorpaHUWYeHHOe KONMYeCcTBO 3/faiHepoB,
nayneHToB KOTOpble MOXHO 3aKa3aTb, ec/M MauueHT NoTepsn um

cnoman ananHepsl.
Analineps[ ana  Bce rpynnsl  BKAOYEHO HeorpaHWYeHHOEe KO/MIMYecTBO 3/faiHepoB,
rapaHTUiiHOM 3aMeHbl nauveHToB KOTOPble MOXHO 3aka3aTb, eC/iM feYeHne UAET He Tak,

Kak nnaHupoBanocb, W TpebyeTcs NpoBejeHue
LONONHUTENbHOW KOppeKuuu.

MpoTnnonokasaHHA

[MpoTMBONOKa3arkw K NPpMMeHEHN0 y NaLnMeHTOB ¢ 3a60eBaHMeM NapoAoHTa B OCTPOW (ase

Mo6ouHble ahheKThl

e B pefKkux cay4dyasx y HeKOTOPbIX NalLMeHTOB MOTYT NPOABAATLCA anfepruyeckme peakumm Ha matepuan
(mnacTnk), M3 KOTOPOrO M3roTOBAEHbl 3naillHepbl. pun BO3HWKHOBEHWM MOAOOGHON cUTyauum Heob6GXOLUMO
CHATb 3NaiHepbl N HEMeANEeHHO 06paTUTbCA K Bpauvy. TakXXe Heo6xoanmMo yBeAOMUTL 06 3TOM npegcTaButeneli
KOMMNaHUM «dnaiH TeXHONOAXKUN».

«B peakux cnyvyasax y nayuMeHTOB C HacneAacTBEHHbIM aHrMOHeBpoTMYeckuM oTekom (HAO), oTHocAWMMCA K
rpynne pepkux reHetuyeckmx 3aboneBaHuii, MOXeT HabngaTbcs 6GbICTPOE pas3BUTUE NOKalbHOTO oOTeka
MATKUX TKaHeli, BKAOYas OTeK roptaHu. ®aktopom, nposouupytowmm passutne HAO, MoXeT cTaTb n6oe
He3HaunTenbHoe BO3AelCcTBUE, BKAOYAs cTOMATONOTMYecKne MaHunynsuuu. Npuv BO3HUKHOBEHMU NOAOGHOW
cuUTyaumm Heob6XxoaMMO CHATb 3naiiHepbl M HEMeANleHHO 06paTUTbCsA K Bpady. Takdace Heo6Xo4MMO YyBeLOMMUTb
06 3TOM npepgcTaBuTeneii KOMnaHuyM «dnaliH TeXHONO4XU».

e BO3MOXHO cNy4yailHoe npornaTtbiBaHWe WAW BfAbiXxaHWe OPTOAOHTUYECKUX WU3AENUA UAM WX YacTei, 4To
MOXET NPUYMNHUTbL BPeA 340POBbLI0O NalueHTa.

e B peakux cnyyasix y HeKOTOpPbIX MauMeHTOB BO3MOXHA annepruyeckas peakuus Ha NMULLEBON Kpacutensb,
BXOASHLWM B cocTaB MHAMKATOPa COGNOAEHUS peXuma HOoWeHUa anaiHepa. NMpu BO3HUKHOBEHUW NOJOGHOW
CUTyaunm HeoBXOLUMO CHATb 3NaliHepbl M HeEMeANeHHO 06paTuTbCA K Bpayvy. TakxXe Heo6X0AMMO yBeLOMMUTb
06 3TOM npeacTaBuTENEl KOMNaHUM «3naH TeXHONOA XKUY,

e CywecTByeT BepOSiTHOCTb OTCOEAMHEHWUS WHAMKATOPOB COGNIOAEHUA peXUMa HOLWEeHUa 3naiHepoB OT
NOBEPXHOCTW 3NaiiHEPOB M UX MpornateiBaHus. O6paTuTe BHUMaHUE: OTKAeMBaHNe UHAMKATOPOB cO6GNtOfeHNd
peXuma HOWEeHUs 3NallHepPOB He BAMSET HAa 3PPEKTUBHOCTb 3MalHEPOB, M NaLMEHT MOXET NMPOoJo/HKATh WX

HOUICHHC.

TexHM4YecKne xapakTepuUCTUKN:

dnaiHepsl:

MapameTp 3Ha4yeHune

Macca KOHCTPyKUmumn (r); BepxHAa yentocTtb: 1,53 + 0,60

HwmxHaa yentoctb: 1,22 + 0,56

WwrpuHa (W; mm): BepxHsas yentocTtb: 36-81
HumxHAasa dyentoctb: 33 - 82

BbicoTa (11, MM) BepxHsada yentoctb: 30-71
HuXHasa venocTb: 23 - 69

TonuwmnHa Bcet KOHCTpyKuuu (D, Mm): BerE(FIFI yentoctb: 0,50 -0,72

HunxHas vyenwctb: 0,52-0,75
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MecTo n3mepeHus
TONLLUUHBI

ATTauyMeunThbl:

e CraHpapTHble:
e ONNUNTUYECKUEe TOpnU30oHTalbHble a3Ta4YMCHTbI, 3NIUNTUYECKNE BEPTUKAbHbIe aTTa4yMeHThl: BbicoTa 3
MM, WUPUHA 2 MM, TNy6uHa 1 MMm.

. MpAMOYyronbHble TOPNU30OHTa/IbHbIE aTTauYMEHTbl, MPSAMOYrOJ/iIbHble BepPTUKal/ibHble aTTaYMEHTbI: BbiCOTa
3,4 vnn 5 mm, wupnHa 2 mm, rybmuEla 1 mm.

MpAMOYronbHble TOPU3OHTa/IbHble aTtTa4yMeHTbE CO ckocamMu [nA pacnoioXeHus Yy pexyluiero kpas pesuos,
NPAMOYrofibHble TOPU3OHTaNbHble MNPUECHEeBble aTTa4yMeHTbl CO ckocamu, MpPAMOYEOJ/IbHble BepTUKanbHble
AncTanbHble aTTa4YMeHTbl CO CKOCaMU, MPAMOYrOJfibHble BepTUKaNbHble Me3nalibHble aTTauyMeHTbl CO CKOCaMu:
BbicoTa 3, 4 unm 5 mm, wnpuHa 2 mm, rnyébmuHa 0,5-1,25 mm.

Annultnectolii MpsSIMOYrobHbI MpamoyronbHbM 00 ckocom

OnNTUMU3NPOBaAHHbLIE

te

d)opma n nonoxedHme ONTUMU3INPOBAHHBIX aTTa4YMEeHTOB nop,ﬁmparomﬂ B COOTBeTCTBMN C >XKenaemMblM
NONOXEHNEM 3y6OB, OTpaXX€eHHbIM B NNaHe Koppekuun.
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Mcilonb3oBal{mble 3naimvepbl WU WabnoOHbl YTUAU3NPYIOTCA, Kak MeAULUHCKME otxoai.i knacca b
«3ANULeMnoiorTnyeckn omnacHole oOTXxoAbl» B T~ooTtBetcTBMM ¢ CaHlMuW  2.1.3684-21, nNOCKONbKY B
npouecce akcnayaraumm KOHTAKTUPYOT W 3arpA3HATCA OGMONOTMYECKUMU >KUAKOCTAMMU W BblAeNeHUAMN

TKaHen.

KoHTeWiHepbl nopgnexar ytunusaumm B cooTtBeTctBMM ¢ CaHMumH 2.1.3684-21, kak OTx0Abl kKnacca A
(annpgemunonornyeckn 6es3onacHbie OTXOAbl, MPUOANXKEHHBIE NO COCTaBy K TBEPAbIM ObITOBbBIM OTXOAAM.

MepeuveHb 11aLLMOUANBIIBIX H MEXAYHAPOAHbIX CTaH4ap rOB:

CraHpapT HanmeHoBaHue

EN-1SO 13485 /AC:2016 nN3penna megnuynHckne. CUCTEMbl MeHegXXMeHTa
KayectBa. TpeboBaHuA AnNa Lenei perynmposaHmns

EN-1ISO 14971:2012 napennsa MeauLUHCKNeE. MpumeHeHune
MEHeAXMEHTa pUCKa K MEAULMHCKUM U3AeNnNam

EN-1ISO 15223-1:2021 n3pennsa MeaULUHCKUe. CumMmBOHI,
TipuMeHACMble npwu MapK1MpoBaHNun Ha

MeNLNHCKNX n3genunax, aTUKeTkax nm B
conpoBoautenbHo pokymeEltaymn. UYactb 1
O6bwune Tpeb6oBaHUsA

EN-ISO 10993-1:2018 M3penna meguunHckme. OLeHKa 6MON0rMYecKoro
fencTBuA  MeAMLMHCKUX wusgenuin. Yacte 1
OueHKa n nccnefoBaHus

EN-1ISO 10993-3:2014 MN3pgenna meguumnHckue. O eHka 6MON0TMYecKoro
neAcTBUA MeAMLUHCKMX m3gennih. Yacte 3.
MccnepoBaHue TCHOTOKCUYHOCTH,

KaHUeporcHEKOCTn n TOKCu4Yeckoro geincteuve Ha
pPenpoOAYKTUBHYIO DYHKL IO

EN-ISO 10993-5:2009 OueHka 6uonorunyeckas MeaULUNHCKNX
YyCTPOWCTB. YacTb 5. NcnbiTaHusa Ha
LUTOTOKCMYHOCTb B MPOGUPKe

EN-1ISO 10993-6:2016 N3genna megunuymHckme. OueHka 6M0ON0rnyeckoro
gevicteusa. Yactb 6. MccnefoBaHUA MeCrHOrO
felicTBMA nocne uMmnaaHtayunm

EN-ISO 10993-11:2009 N3penns meanuymnHckmne. OueHka 6monornyeckoEO
felcTBUS  MeAWUUHCKUX u3gennii. Yacte 11
McecnepoBaHns 06 ETOKCUYECKOTO fencTBuUA

EN-ISO 10993-16:2010 N3penns megnuymnHckmne. OLeHKa 6MON0OTMYecKoro
felcTBUS MeAWUUHCKUX u3genuii. YacTtb  16.
KoHuenuwns TOKCUKOKUHETUYECKNX
nccnefoBaHuii npoAyKToB ferpagaumnm "
BbllLenaynBaeMblX BeLLeCTB

EN-ISO 10993-18:2020 M3penus meguunHckue. OueHka 6MoNorn4eckoro
fecTBMA  MeAWLMHCKMX wun3genuin. YacTte 18
MccnepoBaHne XMMMWYECKUX CBOMCTB MaTepuanos

EN4SO 14155:2020 KnunHunuyeckue nccnegoBaHus. Hapgnexatias
KNMHMnYeckas npakTtuka.
EN 62366:2008 N3penna MeAuLMHCKNe. YacTtb .

MpoekTMpoBaHNWe  MCANEEUHCKUX  WU3AeNuin ¢
y4yeToM 3KCMayaTalMOHHOW NpUrogHocTu

ISO 10993-10: 2010/2013 (2021) N3penna megnyunHckme. OLeHKa 6M0ON0OrMYecKoro
nencTBUS MeAWUUHCKUX u3sgenuii. Yacte 10
McecnepoBaHus pasgpaxatolero "
ceHcMbunmnsmpyrowero geiictensa

EN-ISO 10993-2:2006 N3penna megnunHckme. OueHka 6M0ON0rMYeckKkoro

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



felcTBMA MeAWUWHCKMX u3genunii. Yactb 2.
Tpe6oBaHUS K 06paLyeHNI0 C XXUBOTHLIMMK

EN-1ISO 7405:2018 Ctomaronorus. OueHka 6uonornyeckom
COBMECTMMOCTH MeANLUHCKNX n3genumn,
MCNoNb3yeMbIX B CTOMATONOrnmn

93/42/EEC -2007/47/EC OvpektnBa CoBeTa 0 MEAULMHCKUX yCTpoOlcreax

FDA-21 CER801 Mapkunposka

FDA-21 CFR 820 MonoxeHne o cncteme KayecTsa

MEDDEV 2.7.1 rev 4:2016 KnnHnyeckne pekomeHgauunm no unsgenvam
MeAWLNHCKOTO  Ha3HayeHus -  KauMHu4Yyeckue

OLEeHKU: PYKOBOACTBO ANS npou3BoausNeneii mu
YyNONHOMOYEHHbIX OpPraHoOB B COOTBETCTBUM C
anpektnsamu 93/42/EEC n 90/385/EEC

MEDDEV 2.12/2 rev2:2012 PykoBogsuwme npuHUUNBL MO MEeAULMHCKUM
n3fennam. MocnenpofaxHble KNNHUYecKune
nccnefoBaHNS PYKOBOACTBO ANA NMPOU3BOAMUTENEN
M HOTM(HMLUNPOBAHHbIX OPraHoB

MDCG-2020-1 PykoBofcTBO no kKnuHuyeckoli oueHke (MDR) /
oueHke agppekTnBHocTn (IVDR)

MDCG 2020-5 PykosopacTteo no KNNHWYecKoi oueHke -
OKBMBANEHTHOCTb

MDCG 2019-9 Rev 1 Pestome no 6e30MacHOCTM U KAWHWUYECKOW
3 PheKTUBHOCTHN

MEDDEV 2.2/3 rev.3 Mcnonb3oBaTb A0

TGA Version 1.0 2/2017 ABcTpanuiickaas agMuMHUCTpauusa NeKapcTBEHHbIX
CPeAcTB. PykosogcTeo no KIMHNYECKUM
fokasaTenbctBam, MefuuuHCcKne YyCTpOICTBa,
Bepcua 1.0

fapaHTMAa H peknamauna: OO0 «3naitH TexHonomXu» (ganee «MpopgaBew») rapaHTUpyeT B OTHOWENUN
anaHepoB Invisalign (nanee - «ToBapbl»), 4TO:

1) ToBapbl 6yAfyT coOTBeTCTBOBaTb WX OMUCaHWIO, nNpuBeAeHHOMY B OCHOBHbBIX YCNOBUAX
ueHoob6pasoBaHWA M nNpojaxu, yTeep>feHHbix MNMpoaasuom (ganee - «OCHOBHble YCNOBUA»), Ha
calite WHBu3analiH fokrop Cait (aHrn.. Invisalign Doctor Site), LOCTYyNnHOro HO cnepytuiei
ccbEnke B cetn UHTepHeT: https://vip.invisalimi.com:

2) ToBapbl, KOTOpble 6YyAYyT OTrpyXaTbCAa MOKynaTent, He O6yayT cojepXxaTb AedeKTbl, KOTOpblie
MOTAKN 6bl 6bITb BbrABMEHbLI B NPOLECCE U3rOTOBNEHMSA TOBApPOB; 1

3) ToBapbl, KOTOpbCe BYAYT OTrpyXaTbCcsa NOKynaTent, 6yayT ocTaBaTbCA Hagnexaw,ero no mepkanf
COOTBETCTBYHO W ENW MHAYCTPUM KayecTBa O faTbl OKOHYaHMs o6s3aTenbcTB [Mpogasua Mo 3aMeHe
ToBapoB.

fapaHTUIiHbLIA cpoK Ha ToBapbl ycTaHaBnuBaeTcsi OCHOBHbIMW YCNOBUSIMW, AEACTBYHOWMMNU HA TeppuTOpuUN
Poccuiickoin ®depgepaunn.

[JaHHasa orpaHnyeHHas rapaHTMs Ha ToBapbl nMepecTaeT AelicTBOBATb B C/lyyae HENpPaBU/IbHOTO MCNONb30BaHUSA,
HeHajnexawero xpaHeHWs, n3MeHeHus ToBapoB, MX WCNONb30BaHUA MNOKynaTefieM B COYeTaHWM C ToBapamm
TpeTbUX NUL WUAM noBpexAeHWsa [OBapoB MocfAe Mnepexoja MpaBa COOGCTBEHHOCTM Ha HWUX W pucka Wux
cnyvyanHown rméenn wunm cny4vyaliHOro nNoOBPeXAeHWs K MnokynaTtent (nepefayu Takmx ToBapoB MNepeBO3YUKY
(TpeTbemy nnuy) ANA AOCTaBKM nokynatento (nepegaym Takux TOBapOB MepeBO34YMKY (TpeTbeMmy nuuyy) Ans
[OcCTaBKM nokynaTento).

MpopaBel, He npefocTaBnsaeT Kakux-NM6o rapaHTUil OTHOCUTENbHO pe3ynbTaTOB J/leyeHus MnalLueHToB
nokynaTtens ¢ Mcnonb3oBaHnem TOBapoOB UM NOGOr0 UX COYETaHMs C ToBapamu TpeTbux nuuy. MNMpeacraButenu,
paGOTHUKWN U areHTbl MpogasBua He ynonHoNOUCHbI Ha NpeaocTaBeHne AOMNONHUTENbHbIX TApaHTUl OT UMeHU
MpogaBua NN Ha U3MEHEHWE OTrpaHUUYeHNn rapaHTUK, YCTAHOBAEHHbIX B OCHOBHbIX YCNOBUSAX.
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[apaHTUIAHBIA CPOK XpaHeHus - 4 roga.

LaTa BbinycKa JAHHOTO NPUIOXEHUS: OKTA6pPbL 2022.
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[Baguatb BTOPOro HosiGps ABe ThicAYM ABaALLaTh BTOPOro roja noanuen

1, MouceeBa /lunna BnaguMmmpoBHa, HoTapuyc ropofa MoCKBbl, CBULETENbCTBYIO MNOAANHHOCTb
nepesojunka fnnnosHa fasuga leopruesunya.

Mognuce caenaHa B MOEM MPUCYTCTBUMN.

NTnyHoCTb NOANMCaBLIEro JOKYMEHT yCTaH6'BNeHa.

3apenk/ipupoBaH6 B peectp”:;Ne 50/995-H/77-2022-

. "y vy
Ynnauen”™o 3a coBepuieHne HoTapM~bHoro geiicteusa: 400 py6. 00 Kor.

|V fm A
& = - [ | / /
ii Y
/ < \VAEANES n.s. MouceeBa
V. ! \
\ ov 7

Bcero npowHypoBaHo;"T1{>6«"~"0BaHO M CKPENNeHO neyatbto *" nuct(-a,-oB).

1.B. MounceeBa
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Pocculickasa ®egepayns
Nopoa MockBa
[BajuaTe BTOPOro HoA6GpPA ABe ThiCAYM [BafLaTb BTOPOro roja

A, MowuceeBa Jlunus BnagumumpoBHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBY]
BEpPHOCTb KOMUU C NpeACTaBNEHHOITO0 MHe OKYMeHTa.
Mf-

3apernctpu”BaHo B peectpe :Ne 50/995-H/77-2022-
YnnayeHo'sa CoBepLUeHNe HOTapUanbHOro AeicTBuA: pyg qgq

| °f." N

J1.B.MowuceeBa

aHO M CKpenJ/eHo neyartbio
Bcero npowHypoBsaHo, p ANCT(-a,-08).
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