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Recolhimento de estoque de dispositivo medico

Caro cliente,

Preservativo Blowtex Sensitive Super Aloe Vera

Descricdo do

Os lotes afetados de Preservativo Blowtex Sensitive Super Aloe Vera (cédigo de fabrica: DFSZU/N/AV/AI))

problema receberam um prazo de validade provisério com base no envelhecimento acelerado, ou seja, 180 dias a 50°C, de
acordo com 1SO4074:2015 e ASTM D3492:16.
Um estudo de verificagdo em tempo real foi entéo iniciado conforme exigido pela 1ISO4074:2015 e ASTM D3492:16.
Testes conduzidos no 3° ano passaram em todos os parametros confirmando uma vida Util de 3 anos; entretanto
durante o teste no ano 4, as amostras de validacao falharam nas propriedades de estouro. Portanto, com base no
estudo de prazo de validade em tempo real, o prazo de validade desses preservativos sera reduzido de 5 anos para
3 anos.

Produtos Preservativo Blowtex® Sensitive Super Aloe Vera

envolvidos
2110050616; 2110060616; 2110070616; 2110480616; 2111020616; 2111070616; 2111080616; 2201020616;
2201030616; 2201140616; 2201150616; 2201970616; 2202050816; 2202060816; 2202500816; 2202510816;
2202690616; 2202700616; 2205930816

Risco O risco para o consumidor foi avaliado como muito baixo com base na seguinte légica:

Envolvido
« A distribuigéo foi interrompida no final de novembro de 2022
« Com base na data de fabricagéo, as datas de vencimento revisadas seriam de setembro de 2024 a abril de 2025,
sem nenhum produto colocado no mercado ap6s dezembro de 2022
» O tamanho médio da embalagem ¢é de 3-9 unidades, que é consumido rapidamente pelo usuério final
» O maior tamanho de embalagem é com 12 unidades, com data de validade revisada para set/24; nov/24; dez/24
ou jan/25.
» Os dados de novos pedidos indicam uma rotagao média de estoque de 90 dias. Portanto, espera-se que o estoque
atualmente na prateleira seja vendido até margo de 2023, com um vencimento minimo revisado de setembro de
2024 até abril de 2025.
» Espera-se que todos os produtos atualmente com usudrios finais sejam consumidos antes das datas de
vencimento revisadas
* O estudo em tempo real de acordo com a exigéncia de 1SO4074:2015 e ASTM D3492:16 confirmou uma vida util
de 3 anos e qualquer rotulagem futura do produto refletira isso.

Acbes a | 1. Se vocé recebeu algum desses lotes e ainda tem uma quantidade em estoque, recomendamos que devolva 0s

serem lotes envolvidos para o detentor do registro. Endere¢co: ARMAZEM GERAL PROSEGUR - CNPJ 31.232.872/0001-

tomadas 09 IE 241.110.568.116; AV RIBEIRAO DOS CRISTAIS (G PRETO), 200 EMPRESARIAL PAINEIRA - CAJAMAR

pelos clientes

— SP.

2. Se vocé recebeu esta comunicacao diretamente da Blowtex, confirme o recebimento desta carta completando o
formulério de resposta e o enviando através do e-mail comercial@blowtex.com.br ou 0800 773 6968.

Confirmar o recebimento desta notificagdo é de extrema importancia para que a Blowtex possa continuar
enderegcando apropriadamente esse tema.

3. Se vocé é um distribuidor de produtos da Blowtex, que comercializou produtos afetados, por favor notifiqgue seus
clientes a respeito deste recolhimento.

Mais
informacdes
e suporte

Para duvidas gerais sobre essa comunicag¢ao entre em contato com o Atendimento ao Cliente pelo 0800 773 6968
ou pelo e-mail comercial@blowtex.com.br.
Horério de atendimento é das 9:00 as 12:30h e das 13:30 as 16:00h, exceto em feriados e finais de semana.

Pedimos desculpas por qualquer inconveniente que essa a¢do de campo possa causar a Vocé e a sua equipe.

Sinceramente,

DocuSigned by:

Hobera Souya
HELENA CRISTINA BE souzA

Representante Legal
Responsavel Técnica
CRF — SP n°. 54.009

Anexo: Formulario de Resposta do Cliente



mailto:comercial@blowtex.com.br
mailto:comercial@blowtex.com.br

Fabrica de Artefatos de Latex Blowtex Ltda.

°
Escritorio Comercial:
Rua Guararapes, 1.855 - 7° andar - Brooklin - Sao Paulo - SP
PABX (11) 3530-8200 / Fax: (11) 3530-8241
CNPJ.:59.548.214/0001-40

SINCE 1905 Insc. Est.-114.965.389.110
www.blowtex.com.br

FORMULARIO DE RESPOSTA AO CLIENTE

Nome da empresa:
Endereco:

Pessoa de contato:
E-mail:

Produto: Preservativo Blowtex Sensitive Super Aloe Vera

INSTRUGOES PARA PREENCHER O FORMULARIO:

Este formulario preenchido é necessario para fins de rastreamento. Marque as caixas aplicaveis abaixo. Sua
assinatura e a data séo obrigatoérias.

OJEu acuso o recebimento desta carta
OTenho o(s) produto(s) afetado(s) Quantidade (grosas)
CONAO TENHO o(s) produto(s) afetado(s)

Nome (letra de forma):

Assinatura: Data: (DDIMM/AAAA)

Por favor, devolva o formulario preenchido por e-mail comercial@blowtex.com.br.
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CONSUMER DISCLOSURE

From time to time, LifeStyles Group (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 the DocuSign, Inc.
(DocusSign) electronic signing system. 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 ‘I agree’ 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. You will have the ability to download and print documents we send
to you through the DocuSign system during and immediately after signing session and, if you
elect to create a DocuSign signer account, you may access them 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 ‘Withdraw Consent’ form on the signing page of a
DocuSign envelope instead of signing it. 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 the DocuSign system 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 the DocuSign system 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 LifeStyles Group:

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: diana.lew@lifestyles.com

To advise LifeStyles Group 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 diana.lew@Ilifestyles.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 the DocuSign system.

To request paper copies from LifeStyles Group

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 diana.lew@lifestyles.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 LifeStyles Group

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 session, 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 diana.lew@lifestyles.com and in the body of such request you
must state your e-mail, full name, US Postal Address, and telephone 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 Windows® 2000, Windows® XP, Windows Vista®; Mac OS® X
Systems:
Final release versions of Internet Explorer® 6.0 or above (Windows only);
Browsers: Mozilla Firefox 2.0 or above (Windows and Mac); Safari™ 3.0 or above
(Mac only)
PDF Reader: Acrobat® or similar software may be required to view and print PDF files
Screen

. 800 x 600 minimum
Resolution:



Enabled Security
Settings:

** These minimum requirements are subject to change. If these requirements change, you will be
asked to re-accept the disclosure. Pre-release (e.g. beta) versions of operating systems and
browsers are not supported.

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 ‘I agree’ button below.

By checking the ‘I agree’ box, I confirm that:

Allow per session cookies

« | can access and read this Electronic CONSENT TO ELECTRONIC RECEIPT OF
ELECTRONIC CONSUMER DISCLOSURES document; and

« | 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 | notify LifeStyles Group as described above, | 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 LifeStyles Group during the course of my relationship with you.
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