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Sao Paulo, 08 de setembro de 2022

A Agéncia Nacional de Vigilancia Sanitaria — ANVISA

Prezado (a),

A empresa Align Technology do Brasil LTDA, inscrita sob CNPJ 04.799.405/0001-92, vem por meio
desta informar que identificou a necessidade de iniciar um processo de acdo de campo conforme
definido pela RDC 551/2021, apés receber uma notificacdo do fabricante legal em 02/09/2022,
informando que alguns moldes e alinhadores entregues no Brasil hdo possuiam 0s espacos para
fixacdo dos attachments (pontos de apoio) conforme especificagdo do produto. Os produtos
envolvidos nesta acdo de campo encontram-se descritos abaixo:

Invisalign

Nome Comercial: Invisalign

Nome Técnico: APARELHO PARA MOVIMENTACOES DE DENTES
Modelo:

Invisalign System - Comprehensive

Notificacdo ANVISA: 80194750004

Classe de risco: |

O fabricante legal, Align Technology LTD., realizou uma investigacdo e andlise de risco, onde foram
considerados que nao ha risco para o paciente considerando 2 cenarios distintos. O primeiro cenario
€ que mesmo que os alinhadores tenham os espacos para fixacdo dos attachments se 0 molde nao
possuir esse espago o produto ndo se encaixaria corretamente nos dentes. Ja no segundo cenario
caso 0os moldes tenham os espacgos para fixar os attachments e os alinhadores néo, o encaixe dos
alinhadores nos dentes também n&o seria possivel.

Embora ndo haja riscos tanto para pacientes quanto para doutores, ndao sera possivel realizar o
tratamento com Invisalign, e portanto, a acdo de campo é necessaria para substituir o tratamento
afetado por outro fabricado de acordo com sua finalidade de uso.

Apos receber a notificagdo do fabricante, a Align Brasil realizou um levantamento dos produtos
afetados e seus respectivos niumeros de série, que estdo sendo compartilhados no mapa de
distribuicdo em anexo.

Os clientes que possuem os produtos afetados estdo sendo devidamente informados por meio do
comunicado anexo.

A ALIGN BRASIL se compromete a cumprir todas as etapas descritas no plano de agéo e seus
respectivos prazos.

Em breve realizaremos nova atualiza¢do das agoes.

Atenciosamente,
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ELECTRONIC RECORD AND SIGNATURE DISCLOSURE

From time to time, Align Technology, Inc. (we, us or Company) may be required by law to
provide to you certain written notices or disclosures. Described below are the terms and
conditions for providing to you such notices and disclosures electronically through your
DocuSign, Inc. (DocuSign) Express user account. Please read the information below carefully
and thoroughly, and if you can access this information electronically to your satisfaction and
agree to these terms and conditions, please confirm your agreement by clicking the All agreeA+
button at the bottom of this document.

Getting paper copies

At any time, you may request from us a paper copy of any record provided or made available
electronically to you by us. For such copies, as long as you are an authorized user of the
DocuSign system you will have the ability to download and print any documents we send to you
through your DocuSign user account for a limited period of time (usually 30 days) after such
documents are first sent to you. After such time, if you wish for us to send you paper copies of
any such documents from our office to you, you will be charged a $0.00 per-page fee. You may
request delivery of such paper copies from us by following the procedure described below.
Withdrawing your consent

If you decide to receive notices and disclosures from us electronically, you may at any time
change your mind and tell us that thereafter you want to receive required notices and disclosures
only in paper format. How you must inform us of your decision to receive future notices and
disclosure in paper format and withdraw your consent to receive notices and disclosures
electronically is described below.

Consequences of changing your mind

If you elect to receive required notices and disclosures only in paper format, it will slow the
speed at which we can complete certain steps in transactions with you and delivering services to
you because we will need first to send the required notices or disclosures to you in paper format,
and then wait until we receive back from you your acknowledgment of your receipt of such
paper notices or disclosures. To indicate to us that you are changing your mind, you must
withdraw your consent using the DocuSign A “Withdraw ConsentA{[ form on the signing page of
your DocuSign account. This will indicate to us that you have withdrawn your consent to receive
required notices and disclosures electronically from us and you will no longer be able to use your
DocuSign Express user account to receive required notices and consents electronically from us
or to sign electronically documents from us.

All notices and disclosures will be sent to you electronically

Unless you tell us otherwise in accordance with the procedures described herein, we will provide
electronically to you through your DocuSign user account all required notices, disclosures,
authorizations, acknowledgements, and other documents that are required to be provided or
made available to you during the course of our relationship with you. To reduce the chance of
you inadvertently not receiving any notice or disclosure, we prefer to provide all of the required
notices and disclosures to you by the same method and to the same address that you have given
us. Thus, you can receive all the disclosures and notices electronically or in paper format through
the paper mail delivery system. If you do not agree with this process, please let us know as
described below. Please also see the paragraph immediately above that describes the
consequences of your electing not to receive delivery of the notices and disclosures
electronically from us.



How to contact Align Technology, Inc.:

You may contact us to let us know of your changes as to how we may contact you electronically,
to request paper copies of certain information from us, and to withdraw your prior consent to
receive notices and disclosures electronically as follows:

To contact us by email send messages to: gjackman@aligntech.com

To advise Align Technology, Inc. of your new e-mail address
To let us know of a change in your e-mail address where we should send notices and disclosures
electronically to you, you must send an email message to us at gjackman@aligntech.com and in
the body of such request you must state: your previous e-mail address, your new e-mail address.
We do not require any other information from you to change your email address..
In addition, you must notify DocuSign, Inc to arrange for your new email address to be reflected
in your DocuSign account by following the process for changing e-mail in DocuSign.
To request paper copies from Align Technology, Inc.
To request delivery from us of paper copies of the notices and disclosures previously provided
by us to you electronically, you must send us an e-mail to gjackman@aligntech.com and in the
body of such request you must state your e-mail address, full name, US Postal address, and
telephone number. We will bill you for any fees at that time, if any.
To withdraw your consent with Align Technology, Inc.
To inform us that you no longer want to receive future notices and disclosures in electronic
format you may:
i. decline to sign a document from within your DocuSign account, and on the subsequent
page, select the check-box indicating you wish to withdraw your consent, or you may;
ii. send us an e-mail to gjackman @aligntech.com and in the body of such request you must
state your e-mail, full name, IS Postal Address, telephone number, and account number.
We do not need any other information from you to withdraw consent.. The consequences
of your withdrawing consent for online documents will be that transactions may take a
longer time to process..

Required hardware and software

Operating Systems: Windows2000A- or WindowsXPA-

Browsers (for SENDERS): Internet Explorer 6.0A- or above

Browsers (for SIGNERS): Internet Explorer 6.0A-, Mozilla FireFox 1.0,
NetScape 7.2 (or above)

Email: Access to a valid email account

Screen Resolution: 800 x 600 minimum

Enabled Security Settings: A? Allow per session cookies
A? Users accessing the internet behind a Proxy
Server must enable HTTP 1.1 settings via
proxy connection

** These minimum requirements are subject to change. If these requirements change, we will
provide you with an email message at the email address we have on file for you at that time
providing you with the revised hardware and software requirements, at which time you will have
the right to withdraw your consent.

Acknowledging your access and consent to receive materials electronically

To confirm to us that you can access this information electronically, which will be similar to



other electronic notices and disclosures that we will provide to you, please verify that you were
able to read this electronic disclosure and that you also were able to print on paper or
electronically save this page for your future reference and access or that you were able to e-mail
this disclosure and consent to an address where you will be able to print on paper or save it for
your future reference and access. Further, if you consent to receiving notices and disclosures
exclusively in electronic format on the terms and conditions described above, please let us know
by clicking the All agreeA button below.

By checking the Al AgreeA box, I confirm that:

e ] can access and read this Electronic CONSENT TO ELECTRONIC RECEIPT OF
ELECTRONIC RECORD AND SIGNATURE DISCLOSURES document; and

* I can print on paper the disclosure or save or send the disclosure to a place where I can
print it, for future reference and access; and

e Until or unless I notify Align Technology, Inc. as described above, I consent to receive
from exclusively through electronic means all notices, disclosures, authorizations,
acknowledgements, and other documents that are required to be provided or made
available to me by Align Technology, Inc. during the course of my relationship with you.



VAt_EBA_E_STE QOCBMENTO,

EMENDA,

: Pag 113 1° Traslado Fis 01.

PROCURACAO BASTANTE QUE FAZ ALIGN TE.CHNOLOGY DO B .

SAIBAM quantos este pubhco mstrumento de procuré(;a'o wrem que aos 10 (DEZ) dlas do mes de 7‘-\gosto

: _' do’ ano de 2022 {doi .m:] e vmte e dDIS), _nesta cndade de Sao Paulo, no Cartono do 15" Tabellao de Notas,

perante mrm Patncra Pagharml Substttuta do Tabellao onde a chamado estlve na Avenida Brlgade!ro .

'Fana lea 4509 7°\andar compareceu como OUTORGANTE ALIGN TECHNOLOGY DO BRASIL. LTDA

soc1edade hmltadé mscrlta no. Cadastro Nac:onal da Pessoa Jurldica do Mlnlster;o da Fazenda (CNPJ/MF) :
sob o'ne 04, ?99 405/0001 92 com sede na Rua Santa Justlna ‘660 7° andar Vlia Ollmpla em Sao Paulo

'SP CEP 04545 042. 'Com seu contrato sacial datado de 06/12/2021 de\ndamente registrado na jUCESP/ o

sob ne: 598 665/21 3 em. 16/12/2021 cu;a copsa Fcara arquavada nestas notas na pasta ne: 3375/2022

_ _untamente com’ a Flcha Cadastral sendo neste: atos nos termos da’ clausula 82 Qaragrafo pr!mewo e 19°.
por seu ' Diretor’ RiTESH SHARMA mdlano casado admlmstrador portador da cédula de |derﬁt|dade RNE G
5;"-340811 C ‘'inscrito no’ CPF n 083 29/7 361- 05 : o i endere{;o comerual nesta Capltai na sede da empresa

outorgante 0 qual f0| de\ndamente |dent|ﬁcado neste ato j.utraves'dos documentos supramencnonados e :

e apresentados no - orlgmai do que dou fe—-Entao pela empresa outorgante,. na forma em que é:

representada me f0| dito® que, por qste publlco mstrume 1t6 e na- melhor forma de dlre;to nomeia e

'constltm seu. bastante procurador.' 1) ULISSES BACCHIN braélletro, casado advogado RG ne 83607273—
'SSP/RS CPF/ME n° 558 213 240- 68 OAB/S 1265.945; com enderego proftss;onal nesta Capltal na: A

Brlgadearo Fana Lsma 4509 7°"andar '_c m" podere para representagao perante repartlg:oes pubh

e' promover d que for assmar a correspondencta ;:omermal !Nros guuas e papers f|sca|s assmar contratok /

que \nsem a atmglr seu objeto somal\salvo os que exorbltam da admmistragao ordmarla retirar da
Empresa Br Sl]Eli’B de Correlos e Te[egrafos_ 2 correspondenc:a em gera[ reglstrados com e sem valor
vales postals reemboiso & collls"/representat;a perante a Recelta Federal do Bras:l e suas secretanas

Procuradora Gera! da Fazenda Nacaonal podendn para tanto tratar dos assuntos referentes a pedldo de

lmpugna(;ao certiﬂcados cért;dao egatlva de: trlbutos federals atestados da autondade flscal bras;!e;ra'

redarf mformagoes e cerﬁdoes prewdenuarlas requerer protocolar encammhar documentos sollcrcar

. Av Dr Cardoso de Melo 1855 3°andar CE '04548 005
: rzeMila Ohmpia S&o Paulo' <SP -
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