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1.0

19/07/2019

First version

Leonardo Eifert Catanante

11

02/08/2019

Included: “Grant regulatory user profile”

Ricardo Ferreira Borges

12

16/09/2019

Included is the possibility of extending the deadline for
fulfilling requirements for processes of this type.
"TOXICOLOGY" (except wooden preservatives)

An appendix with specific guidelines on the petitioning
process for import/export matters (PAF) is included.

Bruno Zago Franga Diniz

13

15/10/2019

Layout change and inclusion of information relating to Bruno
To PagTesouro as an online payment option.

Zago Franga Diniz

14

18/11/2019

Inclusion of information regarding authorization of
amendment by a third party and amendment by a third party

Bruno Zago Franga Diniz

15

15/01/2020

Inclusion of information about express shipping in
Beneficiary's CNPJ name and CPF.

Bruno Zago Franga Diniz

1.6

14/02/2020

Cosmetics Registration and Cosmetics Registration in the
category "Hair Straightener for Dyed Hair - Grade
2" and Transfer of Ownership

Ricardo Ferreira Borges

1.7

26/03/2020

The configuration instruction for the "User" profile has been removed.,
"Regulatory Petition" until the functionality is
Operating as expected.

Bruno Zago Franga Diniz

18

28/05/2020

Inclusion of information regarding the Amendment of
Legal Representative and Technical Representative for
Operating Permits and Special Permits

Ricardo Ferreira Borges

1.9

23/06/2020

Re-inserted link configuration instruction
representation “Regulatory Petition User”

Bruno Zago Franca Diniz

2.0

30/06/2020

The information regarding the payment, pending protocol,
open requirements, and processes tabs has been updated.
and specific guidelines for cosmetics registration

included specific guidelines for the free certificate
of practice and sanitary certificate of vessel, general petitions
from the General Management of Ports, Airports and

Ricardo Ferreira Borges
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Borders, applicant update before analysis is complete, and

registration of sanitizing products.

2.1

09/12/2020

Updated information has been provided regarding the
functionalities for transferring ownership, third-party amendments
registration and notification of sanitizing products, and changes

to expressions of interest in sanitizing products.

Updated information regarding requirement viewing and fulfillment.

Added information regarding support for Pix as a payment metho

via PagTesouro.

Bruno Zago Franca Diniz

2.2

10/12/2020

Inclusion of the "Troubleshooting" section.

Ricardo Ferreira Borges

2.3

11/02/2021

Inclusion of information regarding the Embryo Production Registry,
Pesticide Residue Study Registry, and Accreditation and Qualification of

Bruno Zago Franga Diniz and Public Health Laboratories.

Reordering of Specific Guidelines in the manual by
alphabetical order.

Ricardo Ferreira Borges

2.4

03/05/2021

Update of information regarding general requests from the
General Management of Ports, Airports and Borders
(GGPAF).

Bruno Zago Franca Diniz and

Ricardo Ferreira Borges

2.5

08/06/2021

Inclusion of information relating to the import and export
form for LPCO and LI.

Bruno Zago Franca Diniz and
Ricardo Ferreira Borges

2.6

30/09/2021

Update on information regarding the PIX payment method.

Bruno Zago Franca Diniz

2.7

07/10/2021

Inclusion of information regarding the use of Single Sign-On.
via Gov.Br to access the system

Bruno Zago Franca Diniz

2.8

09/12/2021

Clarification regarding the validity period of tokens for third-
party addendums and transfer of ownership.

Bruno Zago Franca Diniz

2.9

08/07/2022

Inclusion of information regarding service evaluation.

Ricardo Ferreira Borges

3.0

23/12/2022

Inclusion of information regarding the validation of attached

file names, information related to changes in company name or
address in operating permits, and information

regarding the registration and notification of health products.

Ricardo Ferreira Borges

3.1

30/06/2023

The "Troubleshooting" section has been updated with
guidance on the new Subject Inquiry feature and how to view
or file a case or petition.

a petition linked to this process or petition occurs

Bruno Zago Franca Diniz

Ricardo Ferreira Borges
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excluding accessing the request using the same CNPJ that
filed the process or petition.

Inclusion of the possibility of issuing receipts for manual
petitions and for petitions previously filed through
the old Electronic Petitioning System.

3.2

14/08/2023

Update on viewing information

Requirements can be found in the Open Requirements tab.

Update to the section on ownership transfer with specific
information for Toxicology processes.

Ricardo Ferreira Borges

Bruno Zago Franca Diniz

3.3

28/08/2023

Update to 50MB maximum file size Bruno Zago Franc¢a Diniz
allowed for annex not requested.

3.4

18/09/2023

Inclusion of information regarding automatic purging.
drafts that have been inactive for more than 13 months.

Bruno Zago Francga Diniz

35

04/12/2023

Evolution of the import/export form by

Express shipment including a field for entering the
quantity of units, and its respective validation, and
information regarding the importation of Cannabis.

Ricardo Ferreira Borges

3.6

05/07/2024

Inclusion of information regarding the drug notification
form (medical gases)

Bruno Zago Franga Diniz

3.7

04/09/2024

Inclusion of information relating to the form of
notification and registration of food

Ricardo Ferreira Borges

3.8

02/10/2024

Update to the Cannabis Import Form
including automatic validation information

Bruno Zago Franga Diniz

3.9

04/10/2024

Inclusion of information regarding the AFE/AE grant
form.

Ricardo Ferreira Borges

4.0

01/11/2024

Updating the cosmetics registration form

Ricardo Ferreira Borges

4.1

31/12/2024

Inclusion or exclusion of a brand, exclusion of a
manufacturer, and alteration of a food manufacturing step.

Ricardo Ferreira Borges

4.2

06/03/2025

Inclusion of information regarding the form for expanding
or reducing the activity or class of the Operating
Authorization. Reorganization of specific guidelines.
Exclusion of guidelines for the decentralized protocol for
Operating Authorization in PAF, Certification of

Good Storage Practices in PAF, and Accreditation of
Vaccination Services.

Ricardo Ferreira Borges
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Updating information related to the food registration and . .
4.3 31/03/2025 o Ricardo Ferreira Borges
notification form.

Updating information related to the cosmetics registration and

notification form, and adding information regarding . .
4.4 03/04/2025 L o . Ricardo Ferreira Borges
changes and migrations of notifications and expressions

of interest.
4.5 25/06/2025 Inclusion of the workflow for issuing certificates and documents + Ricardo Ferreira Borges
Ricardo Ferreira Borges
4.6 05/08/2025 Adding the favorites tab

Bruno Zago Franga Diniz

Inclusion of new fields in the Health Products form and Ricardo Ferreira Borges

issuance of AFE/AE Certificate.

4.7 14/10/2025
Bruno Zago Franga Diniz

Update to the section regarding Forms of

4.8 14/11/2025 Operating Permit to reflect the activity Bruno Zago Franga Diniz
Food Registry

Inclusion of new information regarding prioritization options
4.9 05/01/2026 and rare diseases (applicable only to medications). Bruno Zago Franga Diniz

Update of information regarding system access profiles,
and inclusion of details about the "Financial" profile.

5.0 13/03/2026 Bruno Zago Franga Diniz

Inclusion of information relating to Clinical Drug Research

forms.

Inclusion of information regarding the versioning of specific
5.1 29/05/2026 forms and the corresponding alert messages in the Bruno Zago Franga Diniz
Drafts tab.

Updating the information on the Payment and tabs
5.2 16/06/2026 Open requirements, minor corrections to specific Bruno Zago Franga Diniz
food forms.

Update of information regarding specific medical device

forms (formerly "health products") to include new fields to o
53 29/07/2026 Bruno Zago Franga Diniz
be completed.

Inclusion of the product registration and notification workflow.

5.4 09/09/2026 - Ricardo Ferreira Borges
tobacco derivatives
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USER MANUAL

ACCESS TO THE SYSTEM

This manual aims to instruct the user in the best possible way on how to use the system.

Access the link hitps://solicita anvisa gov br

The Solicita System works exclusively on more modern browsers, such as Microsoft Edge, Google Chrome, or Mozilla

Firefox.

-+~ Anvisa - Login Sistemas Internet

Digite seu Login e sua senha para acessar a area

restrita:

Entrar com goubr ERE A

Solicita now offers two login options:

« Traditional access via user email and password

» Access via Gov.Br

Access via Gov.Br uses the user's registration on the Gov.Br portal_which needs to be up-to-date and active, combined with the
user's registration with Anvisa, for the correct display of the represented companies.
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Step-by-step instructions and answers to frequently asked questions about this access can be found here.

Access to the system depends on the user being linked to at least one CNPJ (Brazilian company tax ID) and having granted their user

one of the system's profiles. For more information on granting and managing profiles,
Consult the Anvisa Registration manual.

Access to the Solicita system is possible with the following profiles:

» Security Manager or Legal Representative — Grants full access to the system. The user can access documents associated with
requests made only by the user themselves . « Regulatory Petition User Link — Grants full access to the
system. The user can access documents associated with requests made by any user linked to that CNPJ (Brazilian tax ID). ¢

Financial Profile — Allows exclusive access to the “Payment” tab for payment of pending transactions.

The "Financial" profile grants access only to the "Payment" tab, where the user can click the "Select Payment" action button to access

both GRU generation and payment via PagTesouro.

Important! This profile should not be used in conjunction with other profiles available for Solicita. Similarly, if a user already has one of

the other profiles, granting the Financial profile will not result in any changes to the access granted by the other profiles.
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1. CHOOSING THE COMPANY TO BE REPRESENTED

All CNPJs (Brazilian company tax IDs) to which the user is linked will be displayed. Choose the company you wish to

represent.

- “ e -

Peticionamanto

LE - » & -

Peticionamento

Select the company and click 'OK' to proceed.
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2. Home Screen

The home screen will display two main sections:

:';: SOIiCita EMERESA D TESTE LTOW. ¥S01) -

() Seticionament Caixa Postal

Pr— B -

o
A TENTT SLNTD N BES mn
SEMETENTE ASSLIN ] o ESPONSAVEL UIITLIRA AQORS

=]

TIN5 Aghncis Necional do Vigldnoa Sanitina - Todos 01 diretos reservedos | Solldta 1527

The sidebar, where you can choose which features you want to use:
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{A)} Peticionamento v

[4 Exigéncias em Aberto
L1 Processos

_"'_

¢ Favoritos

And the results section, where it is possible to identify documents that meet the criteria of each of the
boxes

3. SKETCHING SCREEN

Upon accessing the system, if there are no new messages in the mailbox, the first screen that will be displayed is...
the drafts screen:

. CamCAD T EIAL 7. ECLUSRO aUNEMATTR AL, ECAC e
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When activated It will be possible to register a new initial process/petition or a new secondary petition/petition

MNU - User Manual

linked to an existing process, provided it is linked to the CNPJ used to access the request.

I Novo ~ & Exportar Excel
Peticao Inicial
Peticdo vinculada a um processo ja existente

Solicitar Certidao/Certificado

Important! All drafts are automatically deleted 13 months after the date of the last edit. The deletion date is displayed to the user in the

“Automatic Deletion Date” column. This date is automatically updated every time a draft is edited and saved.

Os rascunhos serdo excluidos apés 13
meses da data da Ultima edicao.

Rascunho @

& Exportar Excel
When activated It will be possible to export the drafts present in the rows to Excel.

present at the bottom of the form

When you fill in the magnifying and activate the

glass field, the lines below will show drafts that have any field that meets the search criteria included in the quick search field.

When activated Advanced search criteria will be displayed.
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In advanced search, the search criteria are:

« Description — Displays results related to the subject code or subject description of the
sketch;

» Responsible for Editing — Displays results related to the person responsible for the last edit to the draft or,
if no changes occurred after the draft was created, the user responsible for creating the draft;

« Creation Date — Displays results related to the draft's creation date. When filling in the
In the Start and End fields, it is possible to perform searches within a defined period.

¢ Automatic Deletion Date — Displays results related to the automatic deletion date of
sketch.

When using more than one field, the result displayed on the screen will be the combined result of the selections
in each field.

The results section has the following structure:

The fields display the following information:

« Description - Field displaying the subject code and subject description.

« Creation Date - Field displaying the date the draft was created.

« Edition Date - Field displaying the date the draft was edited;

« Automatic Deletion Date — Field displaying the date for automatic deletion of the
sketch;

* Responsible for Editing - Field displaying the name of the person responsible for the last modification.
done in draft form;

* Actions — Enables the execution of three actions.

Change button - Allows editing of a dratft.

View button - Allows viewing a draft without the possibility of editing.
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Delete button Allows you to delete a draft.

When accessing a previously saved draft, the system performs several checks before allowing the user to proceed:

« If the checklist items associated with the subject have been modified since the last save

After reopening the draft, a message will be displayed, as shown below, and it will not be possible to proceed with sending

that draft. The company must save its documents and information and start a new draft on that subject:

« If the draft relates to a secondary petition and the previously selected original petition has had its ownership changed to another
CNPJ (Brazilian tax ID), a message will be displayed, as shown below, and it will not be possible to proceed with sending

that draft. The company must save its documents and information and start a new draft on that subject:

« If the draft relates to a specific form and this form has been updated by
After creating a draft, Anvisa will display a message, as shown below, and it will not be possible to proceed with sending that

draft. The company must save its documents and information and start a new draft on that subject:
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4. CREATING A DRAFT OF A PRIMARY PETITION

By selecting the “Initial Petition” option under “New”.

& Exportar Excel

Peticdo vinculada a um processo ja existente

Solicitar Certidao/Certificado

After clicking on "initial petition," a page will open with forms relevant to the petition.

MNU - User Manual

Solicita

This page initially has two sections. The first section displays the petitioner's information, which is pre-filled with their name, CPF (Brazilian

individual taxpayer registration number), the name of the chosen company, and its respective CNPJ (Brazilian company taxpayer registration

number). The second section contains general petition information, with a field indicating the chosen subject matter of the process and a...

Use the search n to open the subject search screen, where the search will be performed and then

button to select the subject.

At the bottom there are 4 buttons, which are:

Fechar

. A pop-up will appear confirming the closing of the petition, informing that...

All unsaved data will be discarded.
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Fechar peticdo

Todas as alteracbes nao salvas serdo descartadas. Confirma?

.

Validar
@ This will check if the form has been filled out correctly; if not, a message will be displayed in

red at the top of the screen indicating that corrections need to be made.

v Extstem cormegBes & serem feites no formulirio, .

Salvar

This will save the process with the currently filled data; selecting at least the subject is

mandatory. If something prevents saving, a message will appear informing you of the problem, as in the following

example:

U ¢ obrigatorio seiecionar o Assunto

: Send the process.

By pressing the button n Next to the "Subject" field, the following screen will open.
Selecione o assunto

Atividade/Tipo de produto

Selecione v
Servico
v
Codigo Descricdo

On this screen, you can see the "Select" option, which, when clicked, will open a list of Activities/Product Types where you can select

the desired one:
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Atividade/Tipo de produto

Selecione

Selecione p

Toxicologia

Portos, Aeroportos e Fronteira
Empresas

Medicamento

Alimento

Produtos para Satde (Correlatos)

Codigo

You can enter the code for the desired subject to search.

In which a
Description of the research topic.

Servico

This section allows you to select the desired service from those listed for Anvisa on the Gov Br Portal. You
can search for a service by typing part of its name (using the "auto-complete" feature). When you select a
service, the related petition topics will be displayed as a result. This feature is still under construction and may
have inconsistencies.

Q Pesquisar

Button to confirm the search using the entered and/or selected information, which can also
be used with empty fields, thus opening and displaying the list of responses with all the

existing issues
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Selecione o assunto

Atividade/Tipo de produto

Selecione v
Servico
b
Codigo Descricdo
Q, Pesquisar
Atividade/Tipo de
Cédige Produto Descri¢ao
11386 Medicamento DINAMIZADO - (CLONE) - Histdrico de Mudancas do Produto COM inclusdo de modificag rs
do exclusiva HMP
11535 Medicamento PRODUTO DE CANNABIS (FITOTERAPICO) - Autorizacdo Sanitaria (com concentracdo de T >
HC até 0,2%)
11536 Medicamento PRODUTO DE CANNABIS (FITOTERAPICO) - Auterizacdo Sanitaria (com concentracdo de T -
HC acima de 0,2%)
11537 Medicamento PRODUTOS DE CANNABIS (FITOFARMACO) - Autorizagdo Sanitaria (com concentracdo de >
THC até 0,2%)
11538 Medicamento PRODUTOS DE CANNABIS (FITOFARMACO) - Autorizacdo Sanitaria (com concentracao de 5

THC acima de 0.2%)

287 Cosmeético Registro de Produto Grau 2 - Nacional >
2871 Cosmético Registro de Produto Grau 2 - Importado >
3874 Saneantes Registro de Produto de Risco 2 - Inseticida para Empresas Especializadas >
4007 Alimento Registro de Agua Mineral Natural e Agua Natural ES
4030 Alimento Registro de Novos Alimentos e Novos Ingredientes IMPORTADO >
Exibindo 1 a 10 de 180 itens " 5 | %4 [e |l 8 «
EY

To select the desired subject from the results list, click the arrow to the right of the desired item.

Note: If there are more than 10 results, you can navigate between the results pages using the navigation bar that will appear below

the results list, or use the selector on the side of the bar to display a larger number of topics on the search screen.
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After selecting the desired subject, the fields in the "General Petition Data" block will be automatically completed,
and up to 3 blocks will appear: "Form Templates," "Legal Basis," and "Documentation,” already filled with initial data.

In the "Form Templates" section, you can download form templates for completion which, once filled out, can be
linked to the corresponding item in the "Documentation” section.

Solicita

In the "Documentation” section, you can see the columns "No.", which displays the item number, "ltem," which
displays the item name/title, "Required," where "Yes" will be displayed if including file(s) is mandatory for that item,
"Files," where the files selected for each item will be displayed, and "Actions," where...

In each item, there will be a button.

The system will apply a filter that will automatically replace any invalid characters that may be in the composition of
each file name with an underscore (). Invalid characters include

Programming language delimiters (& and control/ S <> ), line breaks and tabs (\n \r\t), characters

invisible characters (ESC, DEL, null, end of text, ...), among others. This change does not alter the content of the
files.
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Depending on the subject code selected, other information blocks may be available in the petition form; see the final sections of the
Manual for specific guidance on each form.

By clicking the button A screen will open allowing you to attach one or more relevant files to...

The files can be up to 50 MB and have the extensions jpg, jpeg, bmp, png, pdf, doc, docx, xls, and xIsx.

Selecione o(s) arquivo(s)

When you click submit, if everything is correct, a submission confirmation box will appear.

:r"lr: Solicita aBaaraciia: de no ks -mﬁ::mwn =

A Megiol  Ankes de confirman 0 ereo § ecrane vaualizar fodos as snexos
Ao confirmar © envio 3 petgho serd protacolada e nio sech posuvel realizar & Wberagio das informagtes.

Locat ge Solicracdn *

Dotumarmacie

R aal A Fein

g oy s O Moo g

e e Vighinals Sardisria T

displaying the documentation items with the names of the inserted attachments.

Confirmar Envio )
To confirm the submission, you must first click on attachments so . click on the names of

that you can preview the files. After clicking, the "Presented"” field will change from No to Yes.

A Astenghol  Antes O CONMMr © PG £ NECEININD VahZar todcs 0 Eee0a
A Lonfrmer U eTreG 4 privdo s protogolale £ ndu wr 2 power! rracia 8 Btetagdo G wihurmagses

" L

Page 23/286



Machine Translated by Google

_!- L Agéncia Nacional

.
—I - de Vigilancia Sanitaria
I MNU - User Manual

Confirmar Envio

After . It will not be possible to make any changes to the documents.

If the request requires a fee, a window will appear with information about the petition awaiting payment.

Peticdo aguardando pagamento |

Favorecido 74 535 250/0001-62 - EMPRESA TESTE B8
ASSUNTD 411 Avaiacado de motusd 1e i ante b L NORTA. eRCetD SNIVmd

Nimero de Transaclo 38452019

& Selecionar Pagamento

The button . When clicked, it opens the window below.

-, Pagamento

b=
-

Racoing a forma de pagaments

1wy Po3

- e

ragsrern Oare

e B G Leie T B TR Saaia 47 te S BIL ADAL . L mmw
-y o gy Ja twrr vw lewe U Bece X3P 088N DOV

-~y

Showing the payment options: Generate Boleto, which allows you to print the GRU for payment; and PagTesouro, which allows payment by Credit

Card or using Pix.

Page 24/286



Machine Translated by Google

I . .
— L. Agéncia Nacional
—I — de Vigilancia Sanitaria
i MNU - User Manual

By selecting the "Generate Boleto" option, you will be able to print the GRU for payment. Clicking on
Conduir
You will be redirected to the draft screen again. The request has been completed.

But if it hasn't been paid yet, it will be available in the "Payment" tab, and the payment can be made by clicking [the appropriate button/method].

3 00:00

Selecionar Pagamento
the button

Again, the option to Generate Boleto or PagTesouro can be selected.

When selecting the PagTesouro option, the following options are displayed:

* Credit Card, where you can choose one of the available payment providers. Depending on the
Choose, no prior registration is required.

 Pix, where a QR Code will be generated to finalize the payment. The full code will also be displayed for use on
the institution's website.

| Tesot lroa

Dados da Solicitagdo do Pagamento Formas de Pagamento

Descrigio Selecione a forma de pagamento
1 - Taxa de Fiscalizacho de Viglanca Sanitana- TFVS

Nome do contribuinte
EMPRESADE TESTE LTDA (VS01)

CNPJ do contribuinte
11111 1170001-91

Numero de referéncia
9782502020

Valor total do servigo
R§ 2659 35

After completing the necessary actions, the user is redirected back to the PagTesouro page:
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Detalhes do Pagamento

Identificacio do pagamanto Dada
ARGVOOF KgaiBP2 TGIDALmMNG i,

hota do pagamento
2 190055

Descrigao
AT - ANM-TAX

Instituicao financeira
Senuindor BB
CNPJ do contribuints

74 535 2500001462

Namae do cantruints
EMPRESA TESTE BE

Numero da transacac
1 H080 70000000143

Valor pago
RE 351452

o

FATHL AMADH

Mo P BRASIL

Conduir

Clicking on You will be redirected to the draft screen again.

MNU - User Manual

If the request does not require payment of a fee, a success message will be displayed with the petition details.

Peticdo enviada com Sucesso

Favorecido: 11970 111/0001-91 - EMPRESA DE TESTE LTDA. (VS01)

Assunto - (CLONE) - Histdrico de Mudancas do Produt

Namero de 34072019
Transagao
Protocolo:
Processa:
Expediente:

Tipo de Documentn:  Processo
Protocolzador - Usus

wio de Tesle Arasy

ain

primir Comprov

COM inclus3o de modificacsc
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By clicking on & irgriknis Comprovate

The page ready for printing the receipt will open.

., Jozilla Firefe 7

@® & https://solicita-homolog.anvisa.gov.br/solicita/imprimir?wicket-crypt=sHIVDRBV88I K o =

I_ AGENCIA NACIONAL DE VIGILANCIA SANITARIA
-

—

!

COMPROVANTE DE PROTOCOLIZACAO ON-LINE

I

Protocolo:

253520036902019216

Expediente:

0004612191

Numero de Transacdo:

34072019

Tipo de Documento:

Processo

Numero do Processo:

25351001503201961

Favorecido:

11.111.111/0001-91 - EMPRESA DE TESTE LTDA. (VS01)
Assunto:

11396 - DINAMIZADO — (CLONE) - Histérico de Mudancas do Produto COM inclusido de
modificacao exclusiva HMP

Protocolizado On-Line via Peticionamento Eletrdnico por:
- Usuario de Teste Anvisa em 15/07/2019 10:55:36

Imprimir

Upon completion, you will be redirected to the drafts screen again.
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5. CREATING A DRAFT PETITION LINKED TO AN EXISTING PROCESS

Note: This step can also be done via the processes tab, linking the petition directly to the desired process.

To create a draft petition linked to an existing case, on the Draft screen select New and then “Petition linked to an existing case”.

I Novo ~ & Exportar Excel

Peticdo Inicial

Solicitar Certidao/Certificado

After clicking, a new tab will open in your browser, similar to the following example:

- Solicita S A

B L T L T S P P )

Initially, it is possible to identify two blocks of information: the first containing the petitioner's data, as in the initial petition process, and

a second containing the general data of the petition.
=
L)

By clicking the button “ Next to the "Origin Petition" field, a window will be available for

Research and selection of the petition to which the request will be linked.
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Selecione a peticao desejada

Q Pesquisar

By entering the desired data and clicking [button na iles corresponding to the searched criteria will be

listed, provided they were submitted by the accessed CNPJ [Brazilian tax ID].

Note: fields can be left blank to search all processes, or you can fill in only the desired fields, searching according to the data entered.

.)
To select the desired process, click next to the process. From this point on, the steps will be the same as those required to fill out an
initial petition, starting with selecting the subject matter.

Important!

« If the selected source petition does not have an associated service, the “activity/product type” field will be pre-filled with the same
option as the initial petition. Pay attention to whether the linked petition you want to file is of a different product type and adjust

the filter selection as needed; the “select” option is equivalent to clearing the filter.

» The Digital Service selector, when the screen accessed is a petition linked to an existing process, loads the available services
taking into account the digital service of the parent petition. For example, when starting a linked petition in a Cosmetic
Registration process, whose service is Request Cosmetic Registration, the services available for the linked petition include

Amend, Cancel, and Renew Cosmetic Registration, among others.

« Petitions related to an investigation dossier are only available to receive a secondary petition once a requirement has been issued

by Anvisa or when the petition has been published.

» Depending on the subject code selected, other information blocks may be available.

available in the petition form.

* When indicating a secondary petition/petition linked to a process as the "Original Petition," it will only be possible to link requests
for amendments, withdrawals, appeals, and corrections to that petition.

petitions, as per the notice displayed on the screen:
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Selecione o assunto

A Atengdol Esta funcionalidade permite a solicitacdo de aditamento, aditamento por terceiro, desisténcia a pedido, recurso e
retificacdo.

Atividade/Tipo de produto

Alimento i
Servico
v
Cadigo Descricao
Q Pesquisar
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6. CREATING A DRAFT OF A CERTIFICATE/CERTIFICATE

To create a draft of a certificate/certificate request, on the Draft screen select New and then “Request Certificate/

Certificate”.

I Novo v & Exportar Excel
Peticdo Inicial

Peticdo vinculada a um processo ja existente

Solicitar Certidao/Certificado

Important! Not all product types are yet available for issuance through the self-service Request system.
In cases where the product type has not yet been made available, the message "Issuance is not yet available for

this product type" will be displayed.

After clicking on “Request Certificate”, a new tab will open in your browser similar to the one shown below:

-~ Solicita

Solcitacdo de Certddes/Certificados
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Initially, it is possible to identify two blocks of information, the first containing the petitioner's data:

Solicitacdo de Centiddes/Certificados

The second one with the "Type of Request":

First, select whether you want to issue a certificate or document related to an operating permit or a product:

Certificate of Authorization to Operate (AFE or AE)

When selecting Operating Authorization (AFE or AE), the field “Select the authorization for issuing the Certificate” will be enabled.

The system will display the valid AFEs or AEs for the represented company. If the company does not have an active AFE or AE, the
system will display the message: “The company does not have an active AFE or AE at the moment. The AFE/AE Certificate is an
optional document and can only be requested after the Authorization has been granted. To request the granting of the AFE or AE, go

to: Draft > New > Initial Petition.”
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After selecting the desired AFE or AE, the system will display the following information on the screen:

"authorization number”, "activity and class", "process number" and "process subject”. The system will also
display the type of document that will be displayed, taking into account the type of authorization selected (AFE or AE).

Selecione o Tipo de Documento *

AFE - Certificado de Autorizagdo de Funcionamento

You will be able to preview the document that will be issued by clicking the It will be opened.

button; a new tab will open with the chosen certificate template pre-filled for verification of the information
available in the Anvisa database. If you identify any discrepancies, please contact the responsible department
before requesting the issuance of the certificate.

Important! Please note that the request to correct the database must be made before requesting the issuance
of the certificate, since it is not possible to make changes to the generated document after the request has
been submitted.

Once the information is correct, click the checkbox next to the text "I declare that the information is correct and
up-to-date, and | am aware that, after the issuance request, it will not be possible to change the information in
the issued document."

If the request requires payment of a fee, a window will appear with information about the petition awaiting
payment, just as shown in the "Initial Request" section. If no fee is required, the system will complete the
petitioning process.

Product certificate or certification

When selecting a product, the field “Select a product for issuing Certificates” will be
Enabled.

Selecione um produto para emissdo de Certiddes ou Certificados *

By clicking the button n Next to the field above, a window will be available for searching and selecting the
product for which you wish to issue a certificate.
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The user can then search for the desired product by entering the process number or the regularization number. At least one field
must be filled in to perform the search. By clicking on

Q Pesquisar

The product(s) corresponding to the searched criteria will be listed, provided that they are

owned by the accessed CNPJ (Brazilian tax ID) and that are active.

Selecione

Numero do Processo

25251 490012200070
25351420018200970

Numero da Regularizacdo

NO
Nome do Produto Regularizagdo N° Processo Assunto
ENXAGUATORIO BUCAL ANTI-SEPTICO DENTALC = 229740007 2535142001820 REG. COSMETICOS - Registro de Pr 3
LEAN HORTELA H2CLEAN 0970 oduto - Nacional

2>
To select the desired process, click next to the process. From this moment on, the data of the chosen process will be displayed in

the section “Request Data - Issuance of Certificate/Certificate —
Product”
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In the "Select Document Type" field, select the type of document you wish to issue. After selection, the system will choose the subject
matter and automatically calculate the fee amount according to the company size and the event that generated the transaction.

If a document template is chosen that includes trademark information for the country, a field will be enabled for including the "Product

name abroad" and the "country" to which the product will be exported.

Identificacdo do Pais para o qual o produto sera exportado

NOME DO PRODUTO NO EXTERIOR PAIS ACOES

Nenhum item foi adicionado

+ Adicionar

Limpar Tudo

i

=+ Adicionar
To enter information, click on information. to display a modal for inserting the

Informe o nome do produto no exterior e o pais para exportacao

Nome do produto no Exterior * Pais *

[ .

0/100

This process can be repeated.

Enter the "Product Name Abroad" and the "Country" and click as many times

as necessary.
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dentificacdo do Pais para o qual o produto sera exportado

este AFEGANISTAO

The name and country entered can be deleted by clicking on or edited by clicking on .

After entering the desired document type, it will be possible to preview the document that will be issued.

Using the button, a nlth the chosen certificate template pre-filled for verification of the information

available in the Anvisa database. If you identify any discrepancies, please contact the responsible department before
requesting the issuance of the certificate.

Important! Please note that the request to correct the database must be made before requesting the issuance of the
certificate, since it is not possible to make changes to the generated document after the request has been submitted.

Once the information is correct, click the checkbox next to the text "I declare that the information is correct and up-to-

date, and | am aware that, after the issuance request, it will not be possible to change the information in the issued
document.”

If the request requires payment of a fee, a window will appear with information about the petition awaiting payment,
just as shown in the "Initial Request" section. If no fee is required, the system will complete the petitioning process.

Access to a certificate or document

For both operating permits and product applications, after the petition is completed, a secondary file will be generated

which can be consulted in the processes tab of Solicita. The certificate can be obtained by accessing this file, as
shown below:
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PROCESSO - 25351143996201825 s|)|le

=& 287 - REG. COSMETICOS - Registro de Produto - Nacional [0204361181]

16/03/2018 - Publicado deferimento
[l 2106 - REG. COSMETICOS - Recadastramento de Produtos Infantis no SGAS
(RDC 237/2018) [4370471214] - 05/11/2021 - Anuido

= 8 2874 - COSMETICOS - Certificado de Livre Comercializacdo para exportacdo de
produto [0505759250] - 16/04/2025 - Distribuldo para a area responsavel

[ Certiddo/Certificado - 16/04/2025

i} 2874 - COSMETICOS - Certificado de Livre Comercializacdo para exportacao de
produto [0505766256] - 16/04/2025 - Distribuido para a area responsavel

@« @ 2874 - COSMETICOS - Certificado de Livre Comercializacdo para exportacao de
produto [0505843251] - 17/04/2025 - Distribuido para a area responsavel

Instructions for validating the issued document can be found in the footer of every page:

codigo  X000XXX -] 0 hash YYYYYYYYVYYYYYYVYVYY

7. PAYMENT TAB

When you select the “Payment” option on the side screen, the following screen will be displayed:

- Solicita _, \nasa on Toame Srasne
] i
— |-
o
o e S - - e S - =
o
o

This tab displays transactions that are awaiting payment or payment processing and whose due date is after
the current date. "Overdue" transactions will not be displayed in this tab, as payment is no longer possible.

Important! This tab is updated internally by the system every 30 minutes. Therefore, for a recently completed

transaction, it may take up to 30 minutes to appear. If the company needs the payment processed urgently, it
is suggested that the payment flow be initiated directly on the completion screen.
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Regarding the submission of the petition. The time of the last update is displayed at the top of the screen: “The last update occurred

at hh:mm:ss”.
) ) & Exportar Excel
On the screen, there is a button listed which generates an Excel file with the petitions awaiting expedited
payment. immediately after below processing. Same, one filter
n and a button to open the filter
advanced:

When activated, this displays the advanced filter that can be used to search for a payment by:

e Transaction number - Displays results related to the transaction number.

« Description - Displays results related to the transaction description.

 Guide - Displays results related to the guide number.

« Value - Displays results related to the transaction value.

« Issue Date — Displays results related to the issue date between the selected dates.

« Due Date - Displays results related to the due date between the given dates.
chosen

* Product Name — Displays results related to the product name (if available)

« Bill of Lading Number — Displays results related to the bill of lading number (also known as AWB), applicable
only to petitions and processes related to import/export.

« Knowledge Number — Displays results related to the knowledge number (if any); this identifier was provided for
physical/manual petitions after the documentation was delivered to the Agency and before the process or
file number was generated.

* AFE/AE Number — Displays results related to the AFE/AFE number. Applicable only to
Processes and petitions related to Operating Permits or Special Permits.

« Digital Service — Displays results related to the selected digital service. This filter is still under construction and
will be populated as more Anvisa services are listed on the Gov Br portal, therefore it may present
inconsistencies.
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The payment list has the columns “Transaction No.”, “Description”, “Guide”, “Amount”, “Issue Date”, “Date”.
"Due Date" and "Actions," which displays the possible action buttons for each payment, namely:

Allows you to choose the payment type when issuing a duplicate GRU or granting access to...
Treasurer

Print the transaction statement.

Allows you to view the request.
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8. ABA AWAITING PROTOCOL

Selecting the “Awaiting Protocol” option in the side menu will display a page similar to the example below:

Solicita

_ & Exportar Excel _ i .
On the screen, there are buttons listed , Which generates an Excel file containing the protocols

in the table below, a quick filter.

n and a button = to open the

advanced filter

which, when activated, displays the advanced filter with the following search options:
« Transaction Number - Displays results related to the transaction number.
« Description - Displays results related to the transaction description.

» Responsible Party - Presents results related to the responsible party.
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» Transaction Date - Displays results relating to the transaction date within the entered period.

The protocol listing has the columns “Transaction No.”, “Description”, “Transaction Date”, “Responsible Party”,
and “Actions”.

Tt A et P

You can perform some actions by clicking the action buttons:

: Opens a window to print the extract with the petition data.

This opens the petition in a new tab, with details and on a page similar to the action of opening a new
petition. This button is only displayed for workflows initiated in Solicita, and only for the user who filed the petition
or for users who have the Regulatory Petition User link. In cases where an amendment has been made by a third
party, the field may be disabled if the third party chooses not to share the information with the applicant of the
process or petition.

9. ABA P.O. BOX

By selecting the “Mailbox” option in the side menu, a screen will open listing read and unread messages related
to the company's CNPJ (Brazilian tax ID) used to access Solicita. Whenever there is an unread message and
the user attempts to access any functionality, they will first be directed to the mailbox.

Starting in July 2020, messages of the type "Proof of Filing" will have the requirement to be read removed, so that these messages will
no longer prevent the use of other system functionalities while they remain unread. This exception applies only to messages of this type;

other messages will continue to require reading before allowing the use of other system functionalities.
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On the screen, there is a button just below which outputs an Excel file with the listed messages
it, a quick filter.
n and a button to open the filter
advanced, what, tothe to be activated, it presents the advanced filter

which can be used to search for a message by:

« Sender - Displays results related to the sender.

« Subject - Displays results related to the message's subject. « Recipient - Displays results
related to the person responsible for reading the message.

« Submission Date - Displays results related to the submission date within the selected period.

« Reading date - Displays results relating to the reading date within the selected period.

The message list has the columns "Sender", "Subject", "Date Sent", "Date Read", "Responsible".

"READING" and "ACTIONS", which has a button that which, when activated, opens the detailed message in

opens a new browser tab.
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10. ABA OPEN REQUIREMENTS

By clicking on “Open Requirements” in the side menu, the screen will be displayed.

Solicita

This screen displays any requirements issued by Anvisa in processes or petitions related to the company's
CNPJ (Brazilian tax ID) used to access Solicita, or requirements for which the logged-in company is the
recipient. Requirements can be viewed for requests made through Solicita, the Electronic Petitioning System
(available at http://www9.anvisa.gov.br/peticionamento/sat/global/acesso.asp), as well as processes and
petitions initiated by Anvisa itself.

This screen displays unmet requirements from processes or petitions that have not been finalized and that
were submitted from August 1, 2019 onwards. Therefore, requirements that remain unmet in processes and
petitions that have reached a "finalized" document status, such as approved, published approval, petition
closed, withdrawal at the request of the applicant, or canceled, for example — that is, where Anvisa's action on
the request has already been finalized — will no longer be displayed in the open requirements tab. Only those
related to processes and petitions filed by the company, as well as those issued in documents created by the
Agency, such as investigation dossiers, are displayed.

. . & Exportar Excel ) o )
On the screen, there is a button in which generates an Excel file with the open requirements.

the table below it, a quick filter.
n and abutton to

Open the advanced filter, which, when activated, displays the advanced filter with the fields for filtering:
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« Process - Displays results related to the process number.

* File Number - Displays results related to the file number

« Description - Presents results related to the requirement description.

* Requirement File Number - Displays results related to the requirement file number.

« Responsible for Reading - Presents results related to the person responsible for reading.

« Activity/Product Type - Displays results related to the product type « Omit overdue

requirements - Displays results that are not overdue

* Requirement Date - Shows results related to the requirement date within the selected period.

« Reading Date - Displays results related to the reading date within the selected period.

« Deadline Date - Displays results related to the deadline date within the selected period.

« Product Name — Displays results related to the product name (if available)

« Bill of Lading Number — Displays results related to the bill of lading number (also known as AWB), applicable
only to petitions and processes related to import/export.

» Knowledge Number — Displays results related to the knowledge number (if any); this identifier was provided
for physical/manual petitions after the documentation was delivered to the Agency and before the process
or file number was generated.

« Digital Service — Displays results related to the selected digital service. This filter is still under construction
and will be populated as more Anvisa services are listed on the Gov portal.

Br.

* AFE/AE Number — Displays results related to the AFE/AFE number. Applicable only to

Processes and petitions related to Operating Permits or Special Permits.

The Requirements listing table has the columns “Process”, “Description”, “Activity/Type of

Product”, “OFFICE HOURS”, “OFFICE HOURS REQUIREMENT”, “DATE OF REQUIREMENT”, “DATE OF READING”, “READING
RESPONSIBLE", “DEADLINE FOR COMPLIANCE” and “ACTIONS”, this being the
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last one where the button is located In each process, clicking on it opens the process in a new browser tab,
similar to the one presented when starting a process in the "Draft" tab, allowing the requirements to be met for
each open requirement.

" ATIVIDADE(TIPO EXPEDIENTE oT. o, RESPONSAVEL DT. LIMITE PARA

e D DE PRODUTO ESEREE EXIGENCIA EXNGENCIA LEITURA LEITURA CUMPRIMENTO ACDES

12204 - MEDICAMENTO 14/09/2022  14/09/2022  JOOGKXXXXXXX - Nome
5351295477202147 5 531971 i 141

2SISI2SATINET o s rocessual Medicamento 4655779222 4691970228 gt s o Rt 4/10/2022 Vs

150 - SIMILAR - Registra
117 9711/ JOO00000MXX -
25351295477202147 de Medicamento Medicamento 12765517 ANSRISZIY L N2 DAANRNZ : Nome no/03/2023 s
p 16:49 09:41 do Usuario

Similar
70576 -

03/07/2023 03/07/2023 XOOUOXXXXXXX - Nome
25351419085202341 Acompanhamento das Empresas 0677289237 0677337231 do Usuirio 13/07/2023 Fd

237
Agbes de Recolhimento 09:36 09:3

150 - SIMILAR - Registro "
28/09/2023  18M0/2023  XXXKXXXXXXX -
25351295477202147 de Medicamento Medicamento 1327655217 1034282236 RXERXERKICH. - Mome. §chio/zueh p
Similar 1435 11:09 do Usudrio

150 - SIMILAR - Registro
25351295477202147 de Medicamento Medicamento 1327655217 0509322248
Similar

20/04/2024 23/04/2024  JOOXXXXXXXX - Nome

00:14 08:17 do Usuirio IR0 ’

For processes of the product type "TOXICOLOGY" — except those related to wood preservatives. -

It is possible to request an extension of the deadline by clicking the button in the process or respective file, as
shown below. When clicked, this button opens the process in a new browser tab, similar to the one presented
when starting a process in the "Draft" tab, allowing you to request an extension of the deadline to fulfill the
requirement.

- Solicita
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11. ABA PROCESSES

By selecting “Processes” in the side menu, the page displaying the list of processes will be shown.

related to the company's CNPJ (Brazilian tax ID) through which access to Solicita was made and some actions:

Solicita : s rtkiryim

The processes related to Investigation Dossiers and their associated petitions or Sanitary Administrative
Processes are only available for viewing once a requirement has been issued.
either by Anvisa or when the process or petition is published.

& Exportar Excel _ o ) _
, Which generates an Excel file with the processes displayed in

table, a quick filter n and a button

A button is available on the screen.

To open the advanced filter:
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When activated, it displays the advanced filter which contains the filtering options:

 Process - Displays results related to the process number.

« Petition File Number - Displays results related to the petition file number.

« Transaction Number — Displays results related to the transaction number.

« Description - Displays results related to the process description.

« Activity/Product Type - Displays results related to the activity/product type.

« Status — Presents results regarding the status of the process.

« Entry Date - Displays results related to the entry date within the selected period.

« Status Date - Displays results relating to the status date within the selected period.

 Product Name — Displays results related to the product name (if available)

« Bill of Lading Number — Displays results related to the bill of lading number (also known as AWB),
applicable only to petitions and processes related to import/export.

» Knowledge Number — Displays results related to the knowledge number (if any); this identifier was
provided for physical/manual petitions after the documentation was delivered to the Agency and
before the process or file number was generated.

« AFE/AE Number — Displays results related to the AFE/AFE number. Applicable only to
Processes and petitions related to Operating Permits or Special Permits.

« Digital Service — Displays results related to the selected digital service. This filter is still under construction

and will be populated as more Anvisa services are listed on the Gov portal.
Br.
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The process listing includes the columns “PROCESS”, “DESCRIPTION”", “ACTIVITY/PRODUCT TYPE”,

“ENTRY DATE”, “STATUS”, “STATUS DATE" and “ACTIONS", the last of which has a button that, when activated, that,

opens the process information in a new tab:

'+ Solicita

FEOCESIO IS3VINTEIGINE B LRPDVENTE W EXE0ITTEY .

S Akt oot s - TV BEMUGEI V1| 9110 Y s

- .
et i evites-apanbaiien s S | SO
» "

. . e —

Prascmpim B Fama Reereybe |

e s et gl = deedbce (edm 8 desten wemroaden ( Rolria 10 0

where it is possible to check the documents (petitions related to the process), electronic requirements, official letters

Electronic documents and opinions linked to the case and petitions can be found in the sidebar.

AR 1 " p t : F
viedicamento de Keferer

PROCESSO -

GMED - Solicitacao de Indicac

25351458507202302 _ ' Al || &

- & 1648 - GGMED - Solicitacdo de Indicacdo de Medicamento de Referéncia
[0741373238] - 18/07/2023 - Anuido
I Parecer [0792502236]
i Oficio [0792495230] - 01/08/2023
i Exigéncia [0792496238] - 01/08/2023
& 10913 - GESEF - Desisténcia de peticdo/processo a pedido [0792503236] -
01/08/2023 - Distribuido para a area responsavel

and on the right, a summary of the proceedings:
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EXPEDIENTE N* 0300622181

Assunta:
Encontra-se na
Desce

Publicagho (RE - Data Resolugbo)

You can add a new petition to the process by clicking the button.

MNU - User Manual

5056 - Ayt de Infragio Sarmana - GGTOX

COPAS - COORDENACAD OF PROCESSO ADMINESTRATIVG SANITARID
1WDE201E

Mo Pubihitaca

+ Nova Petigdo

Clicking on a case or petition in the sidebar tree will display a summary on the right.

same:

EXPEDIENTE N° 0741373238

Favorecido:

Assunto:

Nimero do Processo:
Numero de Transagéo:
Numero de Protocolo:
Situagdo

Encontra-se na

Desde

Publicagdo (RE - Data Resolugdo)

+ Nova Petigio

& Imprimir Protocolo & Imprimir Extrato @ Visualizar

11.111.111/0001-91 - EMPRESA DE TESTE LTDA. (VS01)

1648 - GGMED - Solicitagdo de Indicacdo de Medicamento de Referéncia
25351458507202302

6890782023

20230000000668614

Anuido

CGOTI - COORDENAGAO DE PROJETOS E GOVERNANGCA DE T
09/08/2023

Nio Publicado

PAGAMENTOS

N° Ano Valor Valor Pago

633339 2023 RS 0,00 ISENTO (i
HISTORICO DE SITUAGOES

Situagdo Data Inicial Data Fim

Anuido 09/08/2023 11:41

Distribuido para a area responsavel

18/07/2023 11:17 09/08/2023 11:41

In these cases, it is possible to perform some actions by clicking on the buttons:

2° via GRU

+ Mova Peticho

ir Adicionar aos favoritos
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4+ Nova Petigao
: Opens a new petition from the petition currently being displayed.

& Imprimir Protocolo
This opens the window for printing the online filing receipt. Printing the receipt is possible

for petitions submitted in person, through the electronic filing system, or via Solicita.

& Imprimir Extrato
: Opens a window to print the extract with the petition data.

@ Visualizar
This opens the petition in a new tab, with details and on a page similar to the action of opening a

new petition. This button is only displayed for workflows initiated in Solicita, and only for the user who filed the petition or
for users who have the Regulatory Petition User link. In cases where an amendment has been made by a third party, the

field may be disabled if the third party chooses not to share the information with the applicant of the process or petition.

v Adicionar aos favoritos
: Includes the process or petition to be displayed in the favorites tab. When selecting

a process, all petitions associated with it will be marked as favorites. When selecting a petition, all petitions linked "above"

that file will also be "favorited”. To delete

% Excluir dos favoritos
To add a case or petition from the favorites tab, simply click on it once which is displayed

the case or petition has already been selected to be displayed in the favorites tab.

Important! Petitions related to an investigation dossier do not include the information "status,” "currently in,"
"since," "payments,"” and "history of situations," as these are considered confidential according to item VIII of

article 23 of Law No. 12,527, of November 18, 2011.
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12. ABA FAVORITES

By selecting “Favorites” in the side menu, a page will be displayed showing the list of processes “favorited” by the

logged-in user, related to the company's CNPJ (Brazilian tax ID) through which access to Solicita was obtained.
Done:

Solicita e kames /

4 Exportar Bared n -

ATTVIDADETPD) ot . ot
SITUACAD

o9 PROCESSD DESCRCAD
ot MmOouUTo M TRADA wruaLio

S Aghncia Macsonal de Vighina Sanitba - Todes os dreitns reservados | Selicita 3.523

For a case to be displayed, the case or one of its petitions must have been "favorited" by the user.
in the Processes tab, as described in the previous section.

In this menu, only the processes and petitions favorited for the represented CNPJ will be displayed — that is, each

user will see the set of processes and petitions favorited by all representatives of that CNPJ.
CNPJ.

This menu behaves very similarly to what was described in the previous section, with a few important observations:

1. When you favorite a case, all petitions linked to it are also favorited.
automatically.

2. When favoriting a secondary petition, only the selected petition and the process will be favorited.
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3. When favoriting a tertiary petition, only the selected petition and its secondary petition will be favorited.
and the process.

4. When you unfavorite a specific linked petition, it will no longer be displayed in the accessed view.

~u
s
via the Favorites tab after clicking the button . but it can still be found in the tab view.
Normal processes.
. I % Favoritos
5. This tab has the identifier displayed above the file tree on the left for

To signal to the user that they are accessing this specific tab and not the Processes menu.
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13. SERVICE EVALUATION

In order to allow the user to evaluate the service provided, Solicita offers two options for the user to submit their opinion
using the evaluation module of the Ministry of Economy.

The evaluation module is a feature being rolled out gradually, where services included in this feature will allow access to

an evaluation questionnaire in the format below:

Avaiacle 20 Set e

Nome do Servigo Solicitado

O Sanaara (ANVISA

Como 1o 8 sl AEpaiwncis Com o wervigo’

Péssima Ruim Sssfstivisa Boa  Escelens

Once the service evaluation has been entered, the form will be supplemented with criteria that justify the given evaluation.

Aviid Ao N

Nome do Servigo Solicitado

AQENCE MECONE dv VORAnos Sanitara (ANVISA

When you click on submit review, a screen will appear informing you that the review has been successfully registered.

Only one review can be submitted per request.

Avaliacao Registrada com sucesso!

Deseja registrar um elogio ou reclamagao?

SIM. REGISTRAR UM SIM. REGISTRAR UMA
NAO, OBRIGADO ELOGIO RECLAMACAO
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The evaluation questionnaire can be accessed through the steps described below:

END OF THE PETITIONING FLOW

At the end of the petition workflow, for which the fee is waived, the "Petition successfully submitted" screen will be displayed.
The link “Rate our service” will be available in the lower corner of the screen.

Peticdo enviada com sucesso

Favorecido:

Assunto:

NdGmero de Transagao:
Protocolo:

Processo:

Expediente:

Tipo de Documento:
Protocolizador:

& Imprimir Comprovante

Avalie 0 nosso serv CO

PROOF OF FILING

After the registration is completed, the system issues a registration receipt, and for services supported by the evaluation
module, this receipt will include the link "rate our service".

JL ANVISA

AGENCIA NACIOMAL DE WGLANCIA SANITARIA
COMPROVANTE DE PROTOCOUIZACAD ON-LINE

| apetiarie
Numem de
Trasss do
Tipe de
Ducummaio
Hinero de
Processa
home 0
Frosine:
Fasoosco

Aswaiiu,

Pratosnasn (- | v Petcsra ey - Benine oo
om BT Y125 80

The proof of filing can be accessed through the mailbox or via the "print filing" button in the processes tab.

14. SPECIFIC GUIDELINES
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CROSS-SECTIONAL FORMS

APPLICANT UPDATE BEFORE COMPLETION OF ANALYSIS

On the draft screen or in the processes tab, the succeeded company must register a "petition linked to an existing process" to
update the applicant. In the form presented, the CNPJ of the company that will be the new applicant company for the initial

request must be entered.

CNPJ da empresa sucessora *

Campo obrigatorio

It is important to note that, for the CNPJ (Brazilian taxpayer ID) to be included, the company that will be the new applicant needs to have a valid registration with Anvisa

(Brazilian Health Regulatory Agency).

The submissions for the case will not be displayed in the petition form, as these submissions do not yet have a valid registration.

Upon completion of the petition submission, the system will automatically update the applicant's CNPJ (Brazilian tax ID), and

this information will then appear in the "Processes" tab of the new applicant.
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Solicita allows a company registered with Anvisa to authorize the submission of documentation to be added to a process or petition under

its responsibility by another company (“third party"), of national or international origin.

The first step is to create an amendment authorization petition linked to the petition of interest, using the petition subject "Authorization

for Amendment by Third Party," within the product type corresponding to the selected process.

This matter is free of charge and requires the requesting company to provide the CNPJ (for national companies) or Unique Code (for

international companies) of the third-party company that will send the documentation.

Dados da empresa terceira *
*) Nacional Internacional
CNP] da Empresa *

11.111.111/0001-91

Nome da empresa

EMPRESA DE TESTE LTDA. (VS01)

Cidade

Dados da empresa terceira

Nacional (e Internacional

Cadigo Unico * @

Nome da empresa

3M HEALTH CARE LIMITED - A0001

Pais

Page 57/286



Machine Translated by Google

1 .k ;
— L Agéncia Nacional
_l — de Vigilancia Sanitaria
i MNU - User Manual
The registration of international companies can be verified at https://consultas.anvisa.gov.br/#/, Select “Business Operations,” then the

option “Consult International Company.” By clicking on the magnifying glass, you can perform an exact search or a search by part of the

name.

Cacigo Unico

Upon completing the petition, the requesting company will receive a token and an access link in its mailbox, along with the petition
confirmation. These must be provided to the third-party company. It is through the use of this token that the amendment can be sent by
a third party through Solicita. The third-party amendment token is valid for 30 days, as shown in the image below, after which it will be

necessary to restart the entire process with another petition for authorization of a third-party amendment to obtain a new valid token.

REMETENTE ASSUNTD DT, ENVD
= GERENCIA DE AUTORIZACAD DE FUNCIONAMENTO COMPROVANTE DE PROTOCOLIZACAO ON-LINE 18/11/2019 16:57
2 GERENCIA DE AUTORIZACAD DE FUNCIONAMENTO TOKEN DO ADITAMENTO POR TERCEIRO 18112019 1657

~.L. ANVISA
1 I AGENCIA NACIONAL DE VIGILANCIA SANITARIA

Aditamento por terceiro
Prezado,

Foi criado em 18/11/2019 o expediente x000000Uxx-x de modo a permitir que
uma empresa terceira realize o aditamento a esse expediente.

Para que o terceiro realize o aditamento é necessario que 0 mesmo acesse 0
link https://solicita.anvisa.gov.br/solicita/public/aditar e insira o token:

14b47t58-189f-49a7-9989-5874ee1eb1da

O token em questdo tem validade de 30 dias ndo havendo possibilidade de
inabilitacao antes desse prazo.

Upon accessing the link, the third-party company provides the token, and the third-party amendment form is displayed.

The text on the following screens is displayed in Portuguese, English, and Spanish.
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Token para aditamento/ Token for amendment/Token para anadir

Token: «

14b47f58-189f-49a7-9989-5874ee1eb1da

Enviar/Send/Enviar

Fields containing information about the petition and the company are displayed, but these are read-only. The third-party company only

fills in contact information and indicates whether or not it wishes to share the documents to be amended with the company that

authorized the amendment.

IMPORTANT: Once the user has authorized the sharing of information and submitted the documentation, the information will be made
immediately and automatically available to the company holding the process. This option is not reversible after the petition has been

submitted.

Nome para contato *

Usuério de Teste

E-mail para contato *

teste@homologacdo.anvisa.gov.br

Telefone para contato *

5561555

un
on

161

Declaro que desejo compartilhar as informacdes com a empresa solicitante do registro *

Sim/Yes/Si (o) Nao/No/No

At the end of the submission process, the third-party company can print the receipt. The requesting company, which authorized the

amendment, will receive a receipt confirming the third-party amendment in its mailbox.
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=L ANVISA
“T°T  AGENCIA NACIONAL DE VIGILANCIA SANITARIA

!
COMPROVANTE DE PROTOCOLIZAGAO ON-LINE

Protocolo: 25352001245201911
Expediente: 3673371193
Numero de Transacao: 164222019

Tipo de Documento:  Peticdo

Namero do Processo: 25351026085201915
Nome do Produto:

Favorecido: 11111111000191 - EMPRESA DE TESTE LTDA (VS01).

Assunto: 70667 - Aditamento por Terceiro

Protocolizado On- Line via Peticionamento - Eletrénico por: -
Usuario de Teste Anvisa em 18/11/19 05:17:58

If the third-party company has chosen to share the updated information with the requesting company, this information can be viewed in

the "Processes" tab using the "View" button. Otherwise, the button will not be displayed.

+ Nova Peticdo & Imprimir Protocolo & Imprimir Extrato

11.111.111/0001-91 - EMPRESA DE TESTE LTDA. (VS01)

70667 - Aditamento por Terceiro

25351025901201973

161232019

25352001100201911

Encaminhado ao setor

GGFIS - GERENCIA-GERAL DE INSPECAO E FISCALIZACAQ SANITARIA

06/11/2019

N&o Publicado

@& Visualizar I
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TRANSFER OF OWNERSHIP

For processes of the product type Toxicology

Follow the same step-by-step instructions described in the section "Applicant Update Before Review Completion".

For all other product types

Initially, it should be noted that only processes whose analysis has been finalized are eligible for transfer. Processes in the approval

phase must follow the flow described in the item "Update the applicant before the analysis is completed".

On the draft screen or in the processes tab, the succeeded company must register a "Cancellation by Transfer" petition linked to an
existing process in the process it wishes to transfer. The successor company's CNPJ (Brazilian tax ID) must be entered in the form

provided .

CNPJ da empresa sucessora *

Campo obrigatério

It should be noted that for the CNPJ (Brazilian tax ID) to be added, the successor company must have a valid registration with the relevant authority.

Anvisa.

The petition form will display, where applicable, submissions with active registration that will be cancelled upon publication of the

"Cancellation by Transfer" notice.

If there are any inconsistencies in the list of presentations, the company must request an adjustment from the relevant department
through the appropriate customer service channels, since only these presentations will be available for registration by the successor

company.

Upon completing the submission of the cancellation request for transfer, the acquired company will receive a message in its mailbox

with the subject “OWNERSHIP TRANSFER TOKEN".
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The message will contain instructions for continuing the ownership transfer process, providing an
alphanumeric code to be given to the successor company. Each token corresponds to the process for

which the cancellation request was filed. Unlike the token for amendment by a third party, this transfer token
does not have an expiration date.

—5.|— ANVISA
1 I AGENCIA NACIONAL DE VIGILANCIA SANITARIA

Transferéncia de titularidade
Prezado,

Foi criado em 05/02/2020 o expediente 0001123203 referente a uma peticdo de
cancelamento de registro por transferéncia de titularidade.

De modo a permitir que a transferéncia seja realizada € necessario que a
empresa sucessora peticione a solicitacdo de registro por transferéncia de
titularidade e informe o seguinte token durante o fluxo de peticionamento:

29116524-1939-408b-9h8f-7472f6ca29d5
Até que o pedido de registro por transferéncia de titularidade seja realizado

pela sucessora, esta peticdo de cancelamento por transferéncia de titularidade
permanecera na situacdo analise sobrestada.

Until the successor company submits the registration request by transfer, the cancellation request will
remain in the "External analysis suspended" status, since the start of the analysis of this petition is linked to
the request for registration by transfer.

To request registration through transfer of ownership, the successor company must register an "initial
petition” for transfer of ownership on the draft screen.

When selecting the subject code corresponding to the request, a form will be made available with the
mandatory field "Transfer Token".

Token para transferéncia *
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The successor company must enter the token provided by the predecessor company. If the transfer request
is not being made by the company registered by the predecessor , the system will display the error message

"The token entered is not valid for this CNPJ".

Upon entering the token, the form will be updated so that the applicant can select, where applicable, the
submissions they wish to register in their application.

Furthermore, the petitions from the predecessor's process that are awaiting analysis or whose analysis has not
yet been completed will be displayed. The successor company may select which ones it wishes to transfer. The
system will automatically and mandatorily migrate the most recent registration renewal petition, as well as the
most recent Product Change History (HMP) petition (if applicable), in addition to any petitions in the "Conditional
Approval — No Response Within the Legal Deadline” status.

If there is any inconsistency regarding the procedures that should be available for selection, the company must
request an adjustment from the relevant department through the appropriate channels.
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FOOD FORMS

NOTIFICATION AND REGISTRATION OF FOODS
This feature is only available for "Alimony" type cases and petitions.

To initiate a request for registration or notification of food, you must access the drafts tab and click the "New"

button, selecting the "Initial Petition" option:

Rascunho

In the form provided, click on the "magnifying glass" in the subject field, and on the next screen enter the name

or number of the desired subject.

For registration or notification requests, the requesting company must have a food product registration.
If you do not have one, you should contact the team responsible for food regulation. The absence of
registration does not prevent the application process, but it may delay the notification process.

The following form will provide information that must be completed in order to characterize the product.

The "General Data" section has the following fields to be filled in.

Page 64/286



Machine Translated by Google

I R -
— L Agéncia Nacional
_l — de Vigilancia Sanitaria
i MNU - User Manual

Categoria de Produto *

Férmula padrao para nutricdo enteral

The "Product Category" field displays the categories regulated by specific legislation. Depending on the chosen subject, the "Product

Category" field will be pre-filled, and the rest of the form will display, or not, the other fields according to their applicability.

Designacao do Produto (Outros) *

|
‘ (0/2%0

The "Product Designation" field can be a drop-down list or a text field that accepts up to 230 alphanumeric characters, depending

on the selected category.

The "Product Brand(s)" field allows you to enter one or more brands with up to 100 characters.
alphanumeric.

+ Adicionar Marca

To register a brand, click the button.
A modal window will be displayed for inserting the desired logo.

Marca do Produto

Marca

After filling in the desired brand, click the button provided in the table The inserted brands will be

format.

Marcals) do Produto
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The action button allows editing of the already inserted brand, while the button Allows for exclusion.

For some categories, the "General Data" section also has the following fields to be filled in.

The "Functional or Health Claim(s)" field allows you to choose from a drop-down list of previously approved claims.

4+ Adicionar Alegacdo

To register the claim, click the button.
A modal window will be displayed for entering the desired claim.

Alegacdo do Produto

> @

oq

m CanCElar

The "Product Claim" field is for selecting the approved claim. If the desired claim is not available, please contact
the organizational unit responsible for product clearance.

-
After selecting the desired claim, click the button provided in The claims entered will be

table format.

The delete action allows editing of the previously entered claim, while the button allows...
button.
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The field “Resin Regularization Number(s)” allows you to register the regularization process number.
valid resin.

+ Adicionar N° Regularizacdo da Resina

To register the process, click the button.

A modal window will be displayed for entering the desired process number.

m CanCEkar

The Resin Regularization Number field is a field to enter the process number of the resin that has been

previously regularized.

After selecting the desired process, click on the button The case numbers will be
provided in the table format.

+ ASocrar N° Reguanzacso 33 Resina
The delete action allows editing of the previously entered process, while the button allows...
button.
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The "Food Type(s)" field allows you to choose from a drop-down list of food types that will be packaged in the
approved containers.

4+ Adicionar Tipo
To register the type of food, click the button.

A modal will be displayed for inserting the desired food item.

Tipo(s) de Alimento(s)

Tipo de Alimento = @

m CanCEKBr

The "Food Type" field is for selecting the desired food characteristic. If the desired food type is not available,
please contact the organizational unit responsible for product regulation.

After selecting the desired food, click on the button provided m The types of food will be
in the table format.

The action button allows editing of the type of food previously entered, while the button
allows for deletion.
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Next, the "Presentation Registration" section will be available. Click the button.

’ <+ Adicionar Apresentacdo
in order to access the registration screen.

This modal is used to characterize each of the product presentations and is divided into five sections:

Presentation Description

Descricao da Apresentaca @
Forma Fisica®* @

v
Via de Administracdo * @

v
Tipo de Embalagem primaria * @

v

The "Presentation Description” section has five fields:

This field is not editable and contains a description automatically generated by the system based on the order in which the

presentations were created.

or @

Sabor/C

The "Flavor/Color" field is a text field that accepts up to 100 alphanumeric characters. In this field, the user must
describe the presentation by indicating its flavor or color, if applicable.

Forma Fisica®* @

The "Physical Form" field is for selecting how the product will be marketed. If the desired physical form is not available,
please contact the organizational unit responsible for product registration.
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Important! For some products, such as transitional foods, the physical form may not be applicable, and in these cases, "not applicable”
should be selected.

Via de Administracio * @

The "Route of Administration” field is for selecting how the product will be administered to the user. Due to the notification requirements,
only enteral, oral, or both types of administration are permitted.

=]
a
m

e Embalagem primaria * @

The "Primary Packaging Type" field is for selecting the type of packaging in which the food will be contained. Note that the material that
makes up this packaging will only be filled in the next section.

If the desired packaging type is not available, please contact the organizational unit responsible for product regulation.

Primary Packaging Material(s)
Material(is) da Embalagem Primaria *

MATERIAL(IS) DA EMBALAGEM PRIMARIA

ACOES
Nenhum item foi adicionado
+ Adicionar Material de Embalagem Primaria
Periodo de Validade do Produto *
elecione i
Cuidado de Conservacdo * @
v

To register the material used in the primary packaging, click the button.

+ Adicionar Material de Embalagem Primaria

A modal window will be displayed for entering the desired packaging type.
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Material da Embalagem Primaéria

Material * @

The "Primary Packaging Material" field is for selecting the material used in the product packaging. If the desired
packaging material is not available, please contact the organizational unit responsible for product registration.

m The materials inserted will be

MATERIAL(IS) DA EMBALAGEM PRIMARIA ACOE

After selecting the desired material, click on the button
provided in table format.

CELULOSICA

CERAMICA

+ Adicionar Material de Embalagem Primdria

The action button allows editing of previously inserted material, while the button allows...
exclusion.
Periodo de Validade do Produto *

The "Product Validity Period" field is used to specify the expiration date of the product.
It consists of two fields.

The first is a numeric field for entering integers from 1 to 999.

The second field allows you to select the desired time unit for the expiration date. Note that this field only allows
the expiration date to be given in days, months, or years.

If the desired value is not a whole number, the field should be filled in using a more appropriate unit of
measurement; for example, "1.5 months" could be entered as "45 days".
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Cuidado de Conservacio * @

|

 0/500 |

The "Storage Instructions" field is for specifying how the product should be stored to achieve its stated shelf life. The company must

enter the storage instructions as described on the label.

Target Population Group(s)

Grupo(s) Populacional(is) Indicado(s) "

GRUPO POPULACIONAL INDICADO ACOES

Nenhum item foi adicionado

+ Adicionar Grupo Populacional Indicado ‘

To register the field “Indicated Population Group(s)”, click the button.

+ Adicionar Grupo Populacional Indicado

A modal window will be displayed for entering the desired population group.

Grupo Populacional Indicado

Grupo Populacional * @

The "Population Group" field is used to specify which segment of the population the product is intended for. If the desired population

group is not available, please contact the organizational unit responsible for product registration.

After selecting the desired population group, click the button displayed in table The inserted groups will be

form.
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+ Adicionar Grupo Populacional Indicado

The delete action allows editing of the previously inserted group, while the button allows...
button.

Important! Once the population group is selected, the information will be used to validate the formula and

nutrients fields. Therefore, any change to the population group will result in the automatic deletion of the
information entered in these fields.
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Formula

Farmula
COMPONENTE D FORMULA QUANTIDADE CENTESIMAL FUNCAD

Nenhum 2em fol adicionado

+ Adcona SubslnaaMNutnents

Total de Quantidade Contesmal Informado (%)

Rotsagem *

Concéen Glaten N3o Contémn Gidmen
Contém Lactose Nio Contém Lactose

Ambndoa

Amengoim
Avea

ride
Cas de

Censeio

Latew nacura

Leites de todas a5 cspéoes de animas mamferos

Lista ae ingredientes .

MNU - User Manual

ACCEs
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The formula section is used to enter the qualitative and quantitative composition of the product, as well as
information that will be included on the label.

Féormula *

<+ Adicionar Substancia/Nutriente

The "Formula" field is used to enter the components used in the product. This entry is made considering the
percentage of each component in the formula, with the sum of all components necessarily equaling one
hundred percent.

If the sum does not equal 100%, the message “The total of the Centesimal Quantity (%) must equal 100%”
will be displayed. The system takes into account the decimal places included in each component, so attention
must be paid to the sum.

The sum of the components can be seen in the "Total Percentage Quantity Reported" field.

which is updated every time a new
A component is added, removed, or changed.

=+ Adicionar Substancia/Nutriente

To register the formula, click the button.

A modal window will be displayed for entering each of the formula's components.
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Substancia/Nutriente

Componente da Férmula *

Quantidade Centesimal * @ Funcio®* @

The "Substance/Nutrient"” modal has three fields to be filled in.

Componente da Formula *

This field is for specifying which component is being used. Click the button to be tm new modal that allows
you to search by component code or name. After entering the information...

desired click the button The results screen will be displayed:

Selecione o componente

A Atencdo! Caso o componente ndo conste na lista, clique na opcdo outros.

Cod
Nome
ﬁ\gua
Codigo Descrigdo
0 Qutros >
29467 AGUA 3>
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By clicking the button ¥ Next to the desired component, the information will be saved on the previous screen.

Substancia/Nutriente

Componente da Férmula *
20.467 - AGUA “

Quantidade Centesimal * ® Funcio* @

Important! In the case of additives and some processing aids, the component description will always be preceded by its

respective INS number. Therefore, this component should be selected.

If the component is unavailable, contact the organizational unit responsible for product regularization or select code “0” or
the name “Other”. In this case, a new text field will be enabled that accepts up to 230 alphanumeric characters. This field

should be used to indicate the missing component.

Substancia/Nutriente

Componente da Formula *

Componente da Formula (Outros) *

Quantidade Centesimal * @ Funcio* @

After filling in the formula component, the other two fields must be filled in.
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Quantidade Centesimal * ®

The "Centennial Quantity” field is used to enter the quantity of the component being specified. It is a numeric field
and, because it represents a percentage, should not exceed 100.

The "Function” field is used to select the function that component has in the product formula.

Nutriente/Fonte de *

DESCRIGAO ACOES

+ Adicionar item

|

When inserting a component with the "Ingredient" function, the "Nutrient/Source of" field will be displayed.
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Substancia/Nutriente

Componente da Férmula *

Campo obrigatorio
Quantidade Centesimal * @ Fungio * @
Ingrediente x ‘
Nutriente/Fonte de *
DESCRICAO ACOES

Nenhum item foi adicionado.

+ Adicionar item

To add a new item, click the button that will For registered products, a modality

appear so that the appropriate item for "nutrient / source of" can be selected.

Adicionar Fonte de

Fonte de

Fontede * @

Para inserir a quantidade por por¢do clique em editar para cada grupo populacional.

For supplements, after entering the information regarding the "nutrient / source of" item, the fields "quantity

per serving", "exponential" and "unit of measurement" will be displayed, with the "quantity per serving" field
needing to be filled in for each selected nutrient.
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Adicionar Nutriente/Fonte de

Nutriente/Fonte de

Nutriente/Fonte de * @

GRUPO POPULACIONAL INDICADO QUANTIDADE POR PORCAQ EXPONENCIAL UNIDADE DE MEDIDA ACOES

Nenhum item foi adicionado.

Para inserir a quantidade por porgao clique em editar para cada grupo populacional.

Adicionar Nutriente/Fonte de

Nutriente/Fonte de

Nutriente/Fonte de * @

acido alfa-linolénico n-3 x
GRUPO POPULACIONAL INDICADO QUANTIDADE POR PORGAO EXPONENCIAL UNIDADE DE MEDIDA ACOES
A partir de 12 meses g "4
A partir de 3 anos g '

Para inserir a quantidade por porgdo clique em editar para cada grupo populacional.

The "indicated population group" fields will be pre-filled, reflecting the data entered in the section.
anterior.

You may select more than one “Nutrient/Source of”. If the desired nutrient is not available, please contact the
organizational unit responsible for product regulation.
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For dietary supplements, if "Formula component (other)" is selected, the only options in the Function field will be: "Other
(Art. 6° RDC 243/2018)" or "Flavoring Additive". Also for dietary supplements, if the function "Other (Art. 6° RDC
243/2018)" is selected, the "Specific Function" field will be displayed.

Substancia/Nutriente

Componente da Férmula *

Campo obrigatério

Quantidade Centesimal * @ Funcio* @

Outras (Art. 6° RDC 243/2018) b 4 ‘

Funcdo Especifica * @

The "Specific Function" field is a field to select the specific function, as per article 6 of RDC 243/2018, that the
component has in the product formula.

After filling out as information about the desired component click no button
The inserted components will be displayed in table form.
Formula *
COMPONENTE DA FORMULA QUANTIDADE CENTESIMAL FUNGAD ACOES
AGUA 99,19 Aditivo F
ASPARTAME - INS 951 0.81 Aditivo Aromatizante S X

<+ Adicionar Substancia/Nutriente

' 4 x
The action button - allow editing of the component while the button allows the exclusion of

component.
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Rotulagem *
Contém Gluten Ndo Contém Glaten
Contém Lactose Nado Contém Lactose

The "Labeling" section provides a selection field to identify the presence of gluten and lactose.

Améndoa

Amendoim

Aveia

Avelas

Castanha-de-caju

Castanha-do-brasil ou castanha-do-para
Castanhas

Centeio

Cevada

Crustaceos

Latex natural

Leites de todas as espécies de animais mamiferos
Macadamias

Nozes

Ovos

Pecas

Peixes

Pinoli

Pistaches

Soja

Trigo
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The "Allergens" field is where you should indicate whether the product contains, contains a derivative of, may
contain, or does not contain an allergen.

Lista de ingredientes

The "Ingredient List" field is a text field that accepts up to 4000 alphanumeric characters. In this field, the user
must enter the list of ingredients as they will appear on the product label, according to labeling rules. Each
component must be separated from the next by a semicolon (;). This list will be available later in the Product
Search.

Manufacturers

Fabricantes

FABRICANTE ETAPA DE FABRICACAO ACOES

Nenhum item fol adicionado

+ Adicionar Fabricante Nacional

CODIGO UNICO FABRICANTE ETAPA DE FABRICACAO ACOES

+ Adicionar Fabricante Internacional

The section for including manufacturer data consists of two modals.

CNPJ FABRICANTE ETAPA DE FABRICACAO ACOES

+ Adicionar Fabricante Nacional
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To enter data for a national manufacturer, click the button.

<+ Adicionar Fabricante Nacional

to display the company selection model and the steps involved.

The manufacturing company will be responsible.

Fabricante Nacional

CNP) Etapas Fabricacao *
Fabricante *
UF Municipio de Fabricagao

Logradouro

To specify the manufacturing stage(s) the company is responsible for, click on the “Manufacturing Stages” field.

Etapas Fabricacdo *

[y
54

The possible steps that can be taken will be presented, and the user can select one or more steps.

To select the company, click the button. A new mode of transport will be opened.
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Selecione a empresa nacional

A Atengdol! Deve-se informar, pelo menos um filtro para executar a Pesquisa

CNP)

|

Fabricante

The search can be done using the company's CNPJ (Brazilian corporate tax ID) or its legal name.

CNPJ

Fabricante

empresa de teste

CNP) Fabricante UF  Municipio Logradouro
11222333000 EMPRESA DE TESTE DF  BRASILIA AVENIDA DE TESTE
181
99888777000 EMPRESA DE TESTE DF  BRASILIA RUA DE TESTE SEM FIM
100

Once the desired company has been displayed, click the button. ? to select it.

The company data will be filled in the previous form.

MNU - User Manual
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Fabricante Nacional

CNP) Etapas Fabricacao *

11222333000181 Armazenamento, Controle de qualidade ¥
Fabricante *

EMPRESA DE TESTE n
UF Municipio de Fabricacao

DF BRASILIA
Logradouro

AVENIDA DE TESTE

Click the button so that it appears in the list of manufacturers.

Fabricantes

CNP) FABRICANTE ETAPA DE FABRICACAO ACOES

11222333000181 EMPRESA DE TESTE Armazenamento, Controle de qualidade y X

+ Adicionar Fabricante Nacional

~

. . . H .
The action button allow manufacturer editing while the button Allows for exclusion.

The process for filling out the international manufacturer information is the same, with the difference being that the
company search can be done by unique code or company name.

cHDIGO UNICO FABRICANTE ETAPA DE FABRICAGCAO ACOES

Nenhum item foi adicionado.

+ Adiclonar Fabricante Internacional

If the national or international company cannot be identified, it is recommended to contact the department
responsible for registration to complete the process.
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New presentations can be registered using this same workflow or by copying data from an already registered
presentation. This functionality is enabled once at least one presentation has been registered.

Vocé deseja copiar os dados de uma apresentacdo ja cadastrada? @

By selecting “yes”, the system enables a field to select which presentation will be used as the default for the
copy.
Apresentacdo

Selecione v

When the presentation is selected, the system copies the data to the form.

Apresentacao

| Selec
Selecione

Apresentacdo 1

y

Change to Food Noatification

To initiate a request to amend a child support notification, you must access the drafts tab and click the "New"
button, selecting the option "Petition Linked to an Existing Process".

When you select the notification you wish to modify, its data will be loaded onto the screen in a form identical to
the one used in the initial notification so that it can be edited. It's important to note that the "Product Category"
information cannot be changed.

Presentation management can be done through the “Presentation Registration” section.

Previously registered presentations will display a description of the presentation along with its "status.” The
presentation status will be "APPROVED" for those with no pending issues, and "NOT REVIEWED" for those

requiring further verification.
from ANVISA.

+ Adicionar Apresentacdo
New presentations can be added by clicking the button using the same

registration logic as the initial request. After the presentation is added, it will be displayed without any information
about its status.
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+ AdCanat Agresertacia

The presentation ©  allow editing of the presentation while the button " allows the exclusion of
action button.

New presentations can also be added using the function to copy data from an already registered presentation.
This feature is enabled once at least one presentation has been registered.

Vocé deseja copiar os dados de uma apresentacdo ja cadastrada? @
Sim (e) Ndo
By selecting “yes”, the system enables a field to select which presentation will be used as the default for the

copy.

Apresentacdo

Calociane
aelecione v

When the presentation is selected, the system copies the data to the form.

Apresentacao

Selecione

Apresentacdo

It is important to note that deleting a previously registered presentation, identified by the presentation status
information "APPROVED" or "NOT ANALYZED", will result in its cancellation. If one of these presentations is
deleted, it will not be possible to undo a deletion request, and if there has been a mistake, it is recommended
to delete the draft and complete a new form.

The information provided in the form will be updated in the ANVISA database after the petition is submitted
and the protocol is confirmed.

Changes to the activities of establishments involved in the manufacture of registered food products .
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To initiate a request to change the activities of establishments involved in food manufacturing, you must access the drafts tab and

click the "New" button, selecting the option "Petition Linked to an Existing Process".

When you select the process to be changed, the active presentations will be loaded on the screen.

Select the presentation(s) that will have establishment(s) excluded by clicking the button.
Clicking will display a modal window with the manufacturers registered for that presentation.

Apresentacao

Fabricantes

To change the manufacturing steps for the desired manufacturer, click the manufacturer registration action . and it will be shown
button.
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Fabricante Nacional

Armazenamento, Controle de qualidade, Embalagem, Processamento

Armarenamento, Controle de qualidade, Embalagem, Processamento
Click on the Manufacturing Steps field and select

the desired steps, then click update. After this action, the modal will be closed. If you do not wish to change the steps for another
manufacturer, click update to close this modal. The information entered in the form will only be updated in the ANVISA database

after the petition is submitted and the protocol is confirmed.
The system will not allow the protocol if all manufacturing steps for a manufacturer in a presentation are excluded.

EXCLUSION OF ESTABLISHMENTS INVOLVED IN THE MANUFACTURE OF REGISTERED FOODS
To initiate a request to exclude establishments involved in food manufacturing, you must access the drafts tab and click the "New"

button, selecting the option "Petition Linked to an Existing Process".

When you select the process to be changed, the active presentations will be loaded on the screen.

Select the presentation(s) that will have establishment(s) excluded by clicking the button.
Clicking will display a modal window with the manufacturers registered for that presentation.
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Apresentacdo

Fabricantes

m :-III-" .

To remove the desired manufacturer, click the action button and then click update. After this action, the modal will close. The
information entered in the form will only be updated in the ANVISA database after the petition is submitted and the protocol is

confirmed.

The system will not allow the protocol if all manufacturers in a presentation have been excluded.
If, while filling out the form, the user deletes an unwanted manufacturer, it will not be possible to correct the form; in this case, it will

be necessary to delete the draft and restart the request.

To initiate a request to exclude establishments involved in food manufacturing, you must access the drafts tab and click the "New"

button, selecting the option "Petition Linked to an Existing Process".

When you select the process to be changed, the active presentations will be loaded on the screen.

Select the presentation(s) that will have establishment(s) excluded by clicking the button.
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Clicking will display a modal window with the manufacturers registered for that presentation.

Apresentacdo

Fabricantes

m S

To remove the desired manufacturer, click the action button and then click update. After this action, the modal will
close. The information entered in the form will only be updated in the ANVISA database after the petition is submitted
and the protocol is confirmed.

The system will not allow the protocol if all manufacturers in a presentation have been excluded.
If, while filling out the form, the user deletes an unwanted manufacturer, it will not be possible to correct the form; in
this case, it will be necessary to delete the draft and restart the request.

EXCLUSION OF REGISTERED FOOD BRAND
To initiate a request to remove a food brand from your trademark, you must access the drafts tab and click the "New"
button, selecting the option "Petition Linked to an Existing Process".

When you select the process to be changed, the approved marks will be loaded on the screen.
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To remove the desired trademark, click the updated The information entered in the form will be
action button in the ANVISA database only after submitting the petition and confirming the protocol.

The system will not allow the protocol if all tags have been deleted. If, while filling out the form, the user
deletes an unwanted tag, it will not be possible to correct the form; in this case, it will be necessary to delete

the draft and restart the request.

Page 93/286



Machine Translated by Google

I o .
= |_ Agéncia Nacional
—-I r— de Vigilancia Sanitaria
1 MNU - User Manual

EXPRESSION OF INTEREST AND PRODUCT REACTIVATION
Once every five years, companies must express their interest in maintaining the notified products. The frequency is defined based on

the date of publication of the regulation and not the date of notification of the product.

During the period for expressing interest, the subject code "Notification Maintenance" will be made available, which should be accessed

through the drafts tab. In this tab, click the "New" button and select the "Initial Petition" option.

The "Notification Maintenance" section will be displayed in the form.

All notified products from the company that are active and have not received any expression of interest for the period will be

displayed. The user must select one or more products for which they wish to express interest in maintaining notification.

The expression of interest can occur at any time during the period defined by law. If, during this period, the company identifies that it has
not selected a product for which it would like to express interest, it will be possible to submit a new request including the desired product.
The system allows the company to make as many requests as it wishes, provided that there are still active products that have not yet

received an expression of interest.

If the expression of interest protocol was submitted within the regulatory deadline, the expiration date for product registration will be

automatically updated, and this information can be verified in the ANVISA external search under food information.

Products for which no expression of interest has been received within the regulatory timeframe will not have their regularization deadline

updated and will be automatically deactivated after its expiration.

If the company wishes to reactivate products, a subject code for "Product Reactivation" will be provided, which can be accessed through
the drafts tab. In this tab, click the "New" button and select the option "Petition linked to an existing process". The process number of the
product for which reactivation is desired must be entered in the form. Reactivation will only occur if the product was deactivated due

to lack of response.
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OPERATING LICENSE AND FOOD REGISTRATION FORMS
GRANTING OF AFE/AE

This feature is only available for processes and petitions of the type "Companies".

To initiate a new application for an Operating Permit (AFE) or Special Permit (AE), you must access the drafts tab and click the "New"

button, selecting the "Initial Petition" option.

Rascunho

I Novo ~ & Exportar Excel

Peticdo Inicial

Peticdo vinculada a um processo ja existente

In the form provided, click on the "magnifying glass" in the subject field, and on the next screen enter the name
or code of the desired subject. Petition subjects and their relevant information are available at [link/website/etc.].
Inquiry of Matters.

Selecione 0 assunto

Atividade/Tipo de produto
Selecione v
Servico
v
Codigo Descricao
Atividade/Tipo de

Cédigo Produto Descrigdo
702 Empresas AFE - CONCESSAQ - MEDICAMENTOS E INSUMOS FARMACEUTICOS - DISTRIBUIR (SOME E

NTE MATRIZ)

The form will check if the applicant's CNPJ already has a valid AFE or AE compatible with the selected subject.
If a valid AFE or AE is identified, the following information will be displayed: "The company already has a valid

authorization for the type of product being requested. If the request is..."
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Once completed, the petition will be rejected. If the company wishes to expand its activities, it must submit a
petition for expansion of activities as a 'Petition linked to another process'.

The following form will display the "General Company Data" section.

Xyz SIA

Rua sem nome, Brasilia, Distrito Federal

This section will display the company name and address information as registered with the Brazilian Federal
Revenue Service (RFB). This data cannot be modified and is updated every 3 days.

In the "Company Contact Information" section, you should enter your email address.

+ Adicionar

To add, click on
table.

Email addresses will be provided in the form of

The action button They allow editing of the email address, while the button allows deletion.
is an email address.
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Endereco Eletrénico (E-mail Visualizado Com Frequéncia)

The "Intended Activity and Class" section will be used to identify which activity(ies) the applicant intends to

obtain in their AFE/AE. The system will only display activities and classes related to the selected subject
code. If there is a mandatory activity or class for the subject, it will already be pre-filled.

Atividade e Classe Pretendida (@)

Dispensacdo de medicamentos ndo sujeitos ao controle especial *

& Sim Nédo
Comeércio *
Sim Nédo

Once the option related to that activity is

For an activity, the system will enable the classes.
selected.

Atividade e Classe Pretendida (2

Dispensacao de medicamentos nao sujeitos ao controle especial *
Sim Ndo

Comercio *

e Sim Nao

Alimentos permitidos
Cosmeéticos
Perfumes

Produtos de Higiene

Produtos para saude (dispositivos médicos)

In the "Company Representatives" section, you will need to specify who will be the legal and technical representatives
associated with the authorization.
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Responsdvets pela Empresa

Responsavel Legal *

T

123.458.785-01 - José Maria dos Santos ©

As30Ciar nowo responsdvel (CPF)

Responsavel Téanikko ™

* AScoran Yoo = Rermo Todos.
123.458.783-01 - José Maria dos Santos
105.876.542-21 - Manz Jose dos Santos

o0

A section of information regarding the legal or technical representative will be available, with two columns
describing users with their respective names and CPF numbers (CPF numbers and surnames have been
hidden in the images to protect the data of individuals registered in the system).

D000 0C0OOO

[+] ADLRNE
o -
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The column on the right, marked in blue, indicates the users who will be registered as the company's legal or technical representative

after the request is submitted.

The column on the left, marked in red, indicates all users who can be registered as legal or technical representatives.

To add a user, click the arrow next to the user's name in the IeftQand table, marked in red. The user's name will then automatically be

moved to the right-hand table, marked in blue.

If the user was selected incorrectly, they can be removed from the user table.

To add a username, click the arro@next to it in the table on the right, marked in blue. The username will then automatically be moved

to the table on the left, marked in red.

In the given example, after the request is submitted, the users ADEMIR and ALESSANDRA would be responsible.

Adding a new user to the table on the right, marked in blue, can also be done by entering the user's CPF (Brazilian tax identification

number) in the "Associate new responsible party (CPF)" field.

Associar novo responsavel (CPF)

If the user does not yet have registered data, the following error message will appear: "CPF not accepted, please access the registration

systems to add it."
In this case, the user will need to be registered by the applicant in the ANVISA registration system.

The "Declaration” section is only available when requesting an AFE (Authorization for Operation) for a Pharmacy or Drugstore.
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Xyz S/A

X00000YYYY-DD

By clicking the checkbox
Declaro que sou o responsavel técnico e/ou legal e li e concordo com os termos e condigdes

The user declares that they comply with the provisions of RDC No. 275, of April 9, 2019, and this allows for a faster analysis of the

request by Anvisa than if the same self-declaration were sent as an attachment.

Important! If the person filing the petition is not the legal or technical representative, but wishes to file using the electronic self-

declaration, we suggest that the petition be saved as a Draft and completed later by the company's technical or legal representative.
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GENERATION OF FOOD REGISTRATION
This feature is only available for "Alimony" type cases and petitions.

To initiate a new request for Food Registration Generation, you must access the drafts tab and click the "New"
button, selecting the "Initial Petition" option.

Rascunho

In the form provided, click on the "magnifying glass" in the subject field, and on the next screen enter the name or

code of the desired subject. Petition subjects and their relevant information are available at [link/website/etc.].
Inquiry of Subjects:

Selecione o assunto

Codigo Atividade/Tipo de Produto Descricio

1192 Aliment fastro de alimentos

The form will check if the applicant's CNPJ (Brazilian tax ID) already has a Food product registration. If a valid
registration is identified, the following information will be displayed: "The company already has a valid authorization
for the type of product being requested. If the request is completed, the petition will be rejected.”

The following form will display the "General Company Data" section.
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Rua sem nome, Brasilia, Distrito Federal
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This section will display the company name and address information as registered with the Brazilian Federal Revenue

Service (RFB). This data cannot be modified and is updated every 3 days.

In the "Company Contact Information” section, you should enter your email address.

To add, click on table.

The action button

is an email address.

+ Adiclonar

Email addresses will be provided in the form of

They allow editing of the email address, while the button allows deletion.
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Endereco Eletrénico (E-mail Visualizado Com Frequéncia)

The "Desired Activity and Class" section will be used to identify which activity(ies) the applicant intends to
obtain in their registration. The system will only display activities and classes related to the Food registration.
If there is a mandatory activity or class for the subject, it will already be pre-filled.

Atividade e Classe Pretendida (2

Armazenar *

Sim Nao

Sim Nao

Comeércio *
Sim Ndo

Dispensar *
Sim Néo

Embalar
Sim Ndo

: o e Sim . ,
Once the option related to that activity is For an activity, the system will enable the classes.

selected.
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Armazenar *
e Sim Nao
Alimento
BENEFICIAR *
e Sim Né&o
Alimento
Comeércio *
Sim Nao
Dispensar *
Sim Nado

MNU - User Manual

In the "Company Representatives" section, you will need to specify who will be the legal and technical representatives.

linked to the registration.
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Responsdvets pela Empresa

Responsavel Legal *

T

123.458.785-01 - José Maria dos Santos ©

As30Ciar nowo responsdvel (CPF)

Responsavel Téanikko ™

* AScoran Yoo = Rermo Todos.
123.458.783-01 - José Maria dos Santos
105.876.542-21 - Manz Jose dos Santos

o0

A section of information regarding the legal or technical representative will be available, with two columns
describing users with their respective names and CPF numbers (CPF numbers and surnames have been
hidden in the images to protect the data of individuals registered in the system).

D000 0C0OOO

[+] ADLRNE
o -
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The column on the right, marked in blue, indicates the users who will be registered as the company's legal or technical representative

after the request is submitted.

The column on the left, marked in red, indicates all users who can be registered as legal or technical representatives.

To add a user, click the arrow next to the user's name in the IeftQand table, marked in red. The user's name will then automatically be

moved to the right-hand table, marked in blue.

If the user was selected incorrectly, they can be removed from the user table.

To add a username, click the arro@next to it in the table on the right, marked in blue. The username will then automatically be moved

to the table on the left, marked in red.
In the given example, after the request is submitted, the users ADEMIR and ALESSANDRA would be responsible.

Adding a new user to the table on the right, marked in blue, can also be done by entering the user's CPF (Brazilian tax identification

number) in the "Associate new responsible party (CPF)" field.

Associar novo responsavel (CPF)

If the user does not yet have registered data, the following error message will appear: "CPF not accepted, please access the registration

systems to add it."

In this case, the user will need to be registered by the applicant in the ANVISA registration system.
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CHANGE OF ADDRESS FOR AFE/AE
This feature is only available for petitions of the type "Companies".

Initiate a petition linked to the AFE (Authorization for Operation) process you wish to modify, following the steps
described in this manual. If you do not know the process number linked to the AFE you wish to modify, this
information can be obtained through the Company Operation query, "Consult National Company," available at

https:/[cansultas anvisa gov br/#/empresas/empresas/

Cadssiro N* Dats do Cadastro Situagho

N® do Processo Cadastro

Atrvidades / Classes

Certificado de Boas Préticas de Fabricagio - CBPF (Vigente)

impresa Sokicitante Linhas de Certificagio Vigentes Data de Publicagho Ventimento do Certificado

Certificade de Boss Praticas de Distribuigho e Armazenagem - CEPDA (Vigente

impresa Sobcitante Linhay de Certificagio Vigentes Data de Publicagho Ventimento do Certificado

Select the subject corresponding to the change you wish to make: address change or company name change. The list

of subject codes is available for consultation at the following link: https://consultas.anvisa.gov.br/#/consultadeassuntos/

The information block will provide both the address as it currently appears in the Anvisa (Brazilian Health Regulatory
Agency) registry and the address as it appears in the Federal Revenue Service database.

The information from the Federal Revenue Service is updated every 3 days, and this information is available on the form.

nformacado disponibilizada pela Receita Federal em 10/11/2022
from the date of the last update. Ex: formacdo disponibilizada pela Receita Federal em 10 o
If there is a discrepancy between the information displayed on the form and the Federal Revenue Service database,

check the date of the last update. If there is still a discrepancy between the data, contact the responsible department so

that the reason for the problem can be investigated.
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Active AFES/AEs Field: This will be displayed if the selected company has other processes with AFES/AESs.

active.

Initially, the user will be asked if they want to make the same change for all active authorizations.

If the user selects the "No" option, a checkbox will be displayed for the user to declare that they are aware that failure to

submit to all processes may result in the rejection of the request.

Declaro que estou ciente que a ndo submissdo para todos os processos podera ensejar o indeferimento da solicita ;.:. 0

In this workflow, checking the checkbox is mandatory, and failure to check it will prevent the request from being submitted.

If the user selects the "Yes" option, an interface will be made available where all valid authorizations for the company will be

displayed, as well as the process related to that authorization.

If an active authorization is not displayed or an inactive authorization is displayed, please contact the area responsible for

authorization so that the Anvisa team can assess the situation.

Click the edit option in the actions column.

]

A new modal will be displayed for selecting the subject; clicking on the magnifying glass n which will be used for

will allow you to file a petition of the same type of request selected at the beginning of the workflow.
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AFEs ou AEs Ativas |
B
Autorizacdo Processo
AD00085 25351016303020
b1 " [
| Assunto
Fato Gerador Porte da Empresa Valor da Taxa
N ITEM OBRIGATORIO ARQUIVOS ACOES
Nenhum item foi adicionado.

If an address change subject was selected at the beginning of the form, the system will only display address
change subjects. Similarly, if a company name change subject was selected, the system will only display
company name change subjects in the modal.

Selecione o assunto

Atividade/Tipo de produto

Selecione v

Codigo Descricao
Atividade/Tipo de
Cédigo Produto Descrigdo
7003 Empresas MEDICAMENTOS e INSUMOS FARMACEUTICOS - (Alteracdo na AE) de EXPORTADORA do 3

produto sujeito a Controle Especial - ENDERECO DA SEDE

When you select a subject, the modal will display the fee associated with that request and the checklist items
for attaching the requested documents.
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AFEs ou AEs Ativas

Assunto
NSUMOS FARMACEUTICOS - (A ujeito a Controle Especial por mudanga do ENDERECO DA SEDE “

Fato Gera Porte da Empresa 3lor da Taxa

3860 MEDIA - GRUPO IV R$ 0,00

N E OBRIGATORIO ARQUIVOS CcOES

Formulario de Peticdo devidamente assinado e preenchido Sim
, Comprovante de pagamento, ou de isencdo, da Taxa de Fiscalizacao de Vigilancia Sanitaria Nao
~  (TFVS), mediante Guia de Recolhimento da Unido (GRU) especifica )
do ou documento equivalen ue ateste o cumprimento dos requisitos
3 anitaria local co Nao

After attaching the requested documents, click confirm. m

The interface will be updated to display the selected subject, its generating event, and the associated rate.

If you wish to change the selected subject or the attached documents, simply click on the edit icon.

Continue filling in the subjects for each of the processes, always keeping in mind the need to choose the most appropriate

subject for each type of authorization that will be updated.

After filling in the information regarding all processes related to active AFEs or AEs, the user must check the box indicating
that the “attached documentation is valid and that all information is legitimate”. In addition, the user will also acknowledge

that “there may be a difference of up to 3 hours between the main protocol and the remaining AFES/AES”.

After completing the Active AFES/AESs section, the user must insert the documents related to the subject selected at the

beginning of the form.
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By clicking submit The user should view the documents related to the request that...

This gave rise to the form.

Confirmacao de envio

A Atengaol Antes de confirmar o envio é necessario visualizar todos os anexos.
Ao confirmar o envio a peticao sera protocolada e ndo sera possivel realizar a alteracdo das informacdes.

N* Item Anexos Visualizado
Formuldrio de Peticdo devidamente assinado e preenchido 1.pdf Nao

Comprovante de pagamento, ou de isencado, da Taxa de Fiscali
2 zacao de Vigilancia Sanitaria (TFVS), mediante Guia de Recolhi
mento da Unido (GRU) especifica

Cadastro Nacional de Pessoa Juridica (CNPJ) com dados atuali
zados

w

After viewing all the files, the user must click the "Confirm Submission" button.

If the total amount of the requests results in an exempt value, the requests will be registered, generating the documents and their

respective registration receipts.

If the total of the requests results in a value that does not qualify for exemption, the payment selection screen will be displayed.
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Peticdo aguardando pagamento

Favorecido: 11.111.111/0001-91 - UHIEQKX WHNHIWD NH FIXKHUUWPHMVX NH NWNXU (UHIFIX)

Assunto: 7006 - INSUMOS FARMACEUTICOS - (Alteracdo na AE) de FRACIONADORA do produto sujeito a Controle Especial

por mudanca na RAZAQ SOCIAL

NGmero de Trans 43792022
acao:

¢ Selecionar Pagamento

By clicking on "select payment,” you will be able to generate the GRU (payment slip) or activate PagTesouro (a payment processing system).

The generated payment slip will have a different format, referring to a "multiple guide" that will include the fee for all requested
changes.

The payment slip details will be displayed on the first page.

Page 113/286



Machine Translated by Google

_!-— L Agéncia Nacional

- 4 r— de Vigilancia Sanitria

MNU - User Manual

b Asiecs Nasewal d: Visilines Sasitara L r— w1
TN s e Fialivagiis de Vigilimeia Savitivia - 0562022
G the RooeBrirserio dha Ursiar - GRLI Codremras
N Cinsa Refirincia
hor da Tass RS 24 R N
Nowne o Rarko Socid Fraderan Fons Tass Comglemmss
THIEQKX WHNHIWD NH FINKEULWPHMVX NH NWNXU (LHIFIN) Viskor Ml
Aurcerme Mudla
CONPICPF: TLLTL LT 00021 Deccetin Vadls
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In the generated payment slip, the "Generating Event(s)" field displays the generating events and a counter that indicates...

How many petitions were created for each triggering event. Ex:

Fato(s) Gerador(es): 3034 (2), 38601 (8)

The payment slip will display a second page where you can see the data related to the multiple guide (red box), the request

related to the process for which the request form was initiated (green box), and the requests for processes related to other

active AFES/AEs (blue box).
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Guia Maltipla: 4056
Data: 11/11/2022 15-05:10

| Guia Pai
I‘ Ordem | Transacgao Processo Assunto Guia G::I;gor Valor
7006-INSUMOS FARMACEUTICOS - (Alteracdo na AE) de
1 43792022 | 25351000035201916 | FRACIONADORA do produto sujeito a Controle Especial por 4056 3034 R$ 6000.00
mudanca na RAZAO SOCIAL
Guias Filhas
Ordem | Autorizagédo Processo Assunto Guia Fato Valor
Gerador
7006-INSUMOS FARMACEUTICOS - (Alteracéo na AE) de
1 AD00D0OBS 253510163030206 | FRACIONADORA do produto sujeito a Controle Especial por 4057 3034 R$ 6.000,00
mudanca na RAZAO SOCIAL
T013-MEDICAMENTOS - (Alteracdo na AE) de
2 1152671 | 256351003370201968 | TRANSPORTADORA do produto sujeito a Controle Especial - 4058 38601 R$ 1.600,00
RAZAO SOCIAL
7017-MEDICAMENTQOS e INSUMOS FARMACEUTICOS -
3 1152685 | 25351025383201998 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4059 38601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
4 1367254 | 99999999999999995 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4060 38601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
5 2009193 | 25351002851202090 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4061 38601 R$ 1.600,00

Controle Especial - RAZAQ SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
6 4085825 | 25351001487202041 | (Alteracdo na AE) de ARMAZENADORA do produto suijeito a 4062 385601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
7 7050902 | 25351000426202066 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4063 38601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
8 8999999 | 99999999999999995 | (Alteracdo na AE) de ARMAZENADORA do produto suijeito a 4064 38601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
9 9074901 | 25351213221201601 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4065 385601 R$ 1.600,00
Controle Especial - RAZAO SOCIAL

The payment slip covers all requests, and if the amount paid is less than the amount specified on the slip, no request
will be processed.

Due to differences in the processing of the forms, it is expected that there will be an interval of up to 3 hours
between the registration of the parent form and the registration of the child form(s).

After the protocol is submitted, a petition will be created for each process listed in the multiple tab. A protocol receipt
will also be made available in the mailbox for each petition created.

The petition extract, available in the processes tab (see previous sections to understand how to access this feature),
may show the company name or address that was registered with Anvisa and the company name or address that was
registered with the Federal Revenue Service at the time of the user's request, as well as the date the information was
updated with the Federal Revenue Service.

Example of the information contained in the address change request statement.

Eﬂ';’:g’; :c°“f°"“° Consta | \/,14RIA-ES, SIATRECHO 4 AREA ESPECIAL 57 TANGAMANDAPIO 75012200

Data Atualizacao Receita Informacéo disponibilizada pela Receita Federal em 11/11/2022. Essas informacbes sdo
Federal: atualizadas a cada 3 dias.

Enderego Conforme Consta | \s NORTE.DF, 70836900, BRASIL

na Receita Federal:

Example of the information contained in the statement of requests for change of company name.
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Razao Social Conforme .

Uit s Rovie UHIEQKX WHNHIWD NH FIXKHUUWPHMVX NH NWNXU (UHIFIX)

Data Atualizacao Receita Informac&o disponibilizada pela Receita Federal em 11/11/2022. Essas informacdes s3o
Federal: atualizadas a cada 3 dias.

Razao Social Conforme

oot na Bocalia Fataml UHIEQKX WHNHIWD NH FIXKHUUWPHMVX NH NWNXU (UHIFIX)
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Change of company name to AFE/AE

This feature is only available for petitions of the type "Companies".

Initiate a petition linked to the AFE (Authorization for Operation) process you wish to modify, following the steps
described in this manual. If you do not know the process number linked to the AFE you wish to modify, this
information can be obtained through the Company Operation query, "Consult National Company," available at

https:/[cansultas anvisa gov br/#/empresas/empresas/

Cadastro N* Data do Cadastro Situagho

N® do Processo Cadastro

Afrvidacdes / Classes

Certsficade de Boas Praticas de Fabricacho - CBPF (Vigente)

Impresa Solcitante Linhas de Certificagio Vigentes Data de Publicagho Ventimento do Certificado

Certficado de Boas Priaticas de Distribuicho e Armazenagem - CBPDA (Vigente

impresa Sobcitante Linhay de Certificagio Vigentes Data de Publicagho Ventimento do Certificado

Select the subject corresponding to the change you wish to make: address change or company name change. The list of subject codes

is available for consultation at the following link: https://consultas.anvisa.gov.br/#/consultadeassuntos/

The information block will include the company name as it currently appears in the Anvisa registry and the company name as it appears
in the Federal Revenue database.

The information from the Federal Revenue Service is updated every 3 days, and this information is available on the form.

nformacao disponibilizada pela Receita Federal em 10/11/2022.

from the date of the last update. Ex:

If there is a discrepancy between the information displayed on the form and the Federal Revenue Service database, check the date of
the last update. If there is still a discrepancy between the data, contact the responsible department so that the reason for the problem

can be investigated.
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Active AFES/AEs Field: This will be displayed if the selected company has other processes with AFES/AEs.
active.

Initially, the user will be asked if they want to make the same change for all active authorizations.

If the user selects the "No" option, a checkbox will be displayed for the user to declare that they are aware that failure to

submit to all processes may result in the rejection of the request.

eclaro que estou ciente que a ndo submissdo para todos os processos podera ensejar o indeferimento da solicitacdo

In this workflow, checking the checkbox is mandatory, and failure to check it will prevent the request from being submitted.

If the user selects the "Yes" option, an interface will be made available where all valid authorizations for the company will be

displayed, as well as the process related to that authorization.

If an active authorization is not displayed or an inactive authorization is displayed, please contact the area responsible for

authorization so that the Anvisa team can assess the situation.

Click the edit option in the actions column.

]

A new modal will be displayed for selecting the subject; clicking on the magnifying glass n which will be used for

will allow you to file a petition of the same type of request selected at the beginning of the workflow.
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AFEs ou AEs Ativas |
B
Autorizacdo Processo
AD00085 25351016303020
b1 " [
| Assunto
Fato Gerador Porte da Empresa Valor da Taxa
N ITEM OBRIGATORIO ARQUIVOS ACOES
Nenhum item foi adicionado.

If an address change subject was selected at the beginning of the form, the system will only display address
change subjects. Similarly, if a company name change subject was selected, the system will only display
company name change subjects in the modal.

Selecione o assunto

Atividade/Tipo de produto

Selecione v

Codigo Descricao
Atividade/Tipo de
Cédigo Produto Descrigdo
7003 Empresas MEDICAMENTOS e INSUMOS FARMACEUTICOS - (Alteracdo na AE) de EXPORTADORA do 3

produto sujeito a Controle Especial - ENDERECO DA SEDE

When you select a subject, the modal will display the fee associated with that request and the checklist items
for attaching the requested documents.
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AFEs ou AEs Ativas

Assunto
NSUMOS FARMACEUTICOS - (A ujeito a Controle Especial por mudanga do ENDERECO DA SEDE “

Fato Gera Porte da Empresa 3lor da Taxa

3860 MEDIA - GRUPO IV R$ 0,00

N E OBRIGATORIO ARQUIVOS CcOES

Formulario de Peticdo devidamente assinado e preenchido Sim
, Comprovante de pagamento, ou de isencdo, da Taxa de Fiscalizacao de Vigilancia Sanitaria Nao
~  (TFVS), mediante Guia de Recolhimento da Unido (GRU) especifica )
do ou documento equivalen ue ateste o cumprimento dos requisitos
3 anitaria local co Nao

After attaching the requested documents, click confirm. m

The interface will be updated to display the selected subject, its generating event, and the associated rate.

If you wish to change the selected subject or the attached documents, simply click on the edit icon.

Continue filling in the subjects for each of the processes, always keeping in mind the need to choose the most appropriate

subject for each type of authorization that will be updated.

After filling in the information regarding all processes related to active AFEs or AEs, the user must check the box indicating
that the “attached documentation is valid and that all information is legitimate”. In addition, the user will also acknowledge

that “there may be a difference of up to 3 hours between the main protocol and the remaining AFES/AES”.

After completing the Active AFES/AESs section, the user must insert the documents related to the subject selected at the

beginning of the form.
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By clicking submit The user should view the documents related to the request that...

This gave rise to the form.

Confirmacao de envio

A Atengaol Antes de confirmar o envio é necessario visualizar todos os anexos.
Ao confirmar o envio a peticao sera protocolada e ndo sera possivel realizar a alteracdo das informacdes.

N* Item Anexos Visualizado
Formuldrio de Peticdo devidamente assinado e preenchido 1.pdf Nao

Comprovante de pagamento, ou de isencado, da Taxa de Fiscali
2 zacao de Vigilancia Sanitaria (TFVS), mediante Guia de Recolhi
mento da Unido (GRU) especifica

Cadastro Nacional de Pessoa Juridica (CNPJ) com dados atuali
zados

w

After viewing all the files, the user must click the "Confirm Submission" button.

If the total amount of the requests results in an exempt value, the requests will be registered, generating the documents and their

respective registration receipts.

If the total of the requests results in a value that does not qualify for exemption, the payment selection screen will be displayed.
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Peticdo aguardando pagamento

Favorecido: 11.111.111/0001-91 - UHIEQKX WHNHIWD NH FIXKHUUWPHMVX NH NWNXU (UHIFIX)

Assunto: 7006 - INSUMOS FARMACEUTICOS - (Alteracdo na AE) de FRACIONADORA do produto sujeito a Controle Especial

por mudanca na RAZAQ SOCIAL

NGmero de Trans 43792022
acao:

¢ Selecionar Pagamento

By clicking on "select payment,” you will be able to generate the GRU (payment slip) or activate PagTesouro (a payment processing system).

The generated payment slip will have a different format, referring to a "multiple guide" that will include the fee for all requested
changes.

The payment slip details will be displayed on the first page.
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In the generated payment slip, the "Generating Event(s)" field displays the generating events and a counter that indicates...

How many petitions were created for each triggering event. Ex:

Fato(s) Gerador(es): 3034 (2), 38601 (8)

The payment slip will display a second page where you can see the data related to the multiple guide (red box), the request

related to the process for which the request form was initiated (green box), and the requests for processes related to other

active AFES/AEs (blue box).
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Guia Maltipla: 4056
Data: 11/11/2022 15-05:10

| Guia Pai
I‘ Ordem | Transacgao Processo Assunto Guia G::I;gor Valor
7006-INSUMOS FARMACEUTICOS - (Alteracdo na AE) de
1 43792022 | 25351000035201916 | FRACIONADORA do produto sujeito a Controle Especial por 4056 3034 R$ 6000.00
mudanca na RAZAO SOCIAL
Guias Filhas
Ordem | Autorizagédo Processo Assunto Guia Fato Valor
Gerador
7006-INSUMOS FARMACEUTICOS - (Alteracéo na AE) de
1 AD00D0OBS 253510163030206 | FRACIONADORA do produto sujeito a Controle Especial por 4057 3034 R$ 6.000,00
mudanca na RAZAO SOCIAL
T013-MEDICAMENTOS - (Alteracdo na AE) de
2 1152671 | 256351003370201968 | TRANSPORTADORA do produto sujeito a Controle Especial - 4058 38601 R$ 1.600,00
RAZAO SOCIAL
7017-MEDICAMENTQOS e INSUMOS FARMACEUTICOS -
3 1152685 | 25351025383201998 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4059 38601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
4 1367254 | 99999999999999995 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4060 38601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
5 2009193 | 25351002851202090 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4061 38601 R$ 1.600,00

Controle Especial - RAZAQ SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
6 4085825 | 25351001487202041 | (Alteracdo na AE) de ARMAZENADORA do produto suijeito a 4062 385601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
7 7050902 | 25351000426202066 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4063 38601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
8 8999999 | 99999999999999995 | (Alteracdo na AE) de ARMAZENADORA do produto suijeito a 4064 38601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
9 9074901 | 25351213221201601 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4065 385601 R$ 1.600,00
Controle Especial - RAZAO SOCIAL

The payment slip covers all requests, and if the amount paid is less than the amount specified on the slip, no request
will be processed.

Due to differences in the processing of the forms, it is expected that there will be an interval of up to 3 hours
between the registration of the parent form and the registration of the child form(s).

After the protocol is submitted, a petition will be created for each process listed in the multiple tab. A protocol receipt
will also be made available in the mailbox for each petition created.

The petition extract, available in the processes tab (see previous sections to understand how to access this feature),
may show the company name or address that was registered with Anvisa and the company name or address that was
registered with the Federal Revenue Service at the time of the user's request, as well as the date the information was
updated with the Federal Revenue Service.

Example of the information contained in the address change request statement.

Eﬂ';’:g’; :c°“f°"“° Consta | \/,14RIA-ES, SIATRECHO 4 AREA ESPECIAL 57 TANGAMANDAPIO 75012200

Data Atualizacao Receita Informacéo disponibilizada pela Receita Federal em 11/11/2022. Essas informacbes sdo
Federal: atualizadas a cada 3 dias.

Enderego Conforme Consta | \s NORTE.DF, 70836900, BRASIL

na Receita Federal:

Example of the information contained in the statement of requests for change of company name.
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Razao Social Conforme .

Uit s Rovie UHIEQKX WHNHIWD NH FIXKHUUWPHMVX NH NWNXU (UHIFIX)

Data Atualizacao Receita Informac&o disponibilizada pela Receita Federal em 11/11/2022. Essas informacdes s3o
Federal: atualizadas a cada 3 dias.

Razao Social Conforme

oot na Bocalia Fataml UHIEQKX WHNHIWD NH FIXKHUUWPHMVX NH NWNXU (UHIFIX)
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Change of Legal Representative and Technical Representative for AFE/AE
This feature is only available for petitions of the type "Companies".

Initiate a petition linked to the AFE (Authorization for Operation) process you wish to modify, following the steps
described in this manual. If you do not know the process number linked to the AFE you wish to modify, this
information can be obtained through the Company Operation query, "Consult National Company,” available at
https://consultas.anvisa.gov.br/#/empresas/empresas/

Razao Social CNPY

Nome Fantasia

Enderego na Internet SAC
Endereco Completo Cidade/UF
o4 =L
Responsavel Tecnico Responsavel Legal
[} 3
Cadastro N* Data do Cadastro Situagio
N* do Processo Cadastro

Atividades / Classes

Select the subject corresponding to the change you wish to make: change of legal representative or change of
technical representative.

After the selection, a block of information regarding the legal or technical representative will be made available,
depending on the chosen subject.
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In the first field, the system will indicate which AFE (Authorization for Operation) the request will change the information of the legal

representative or technical representative. In the example case, it would be AFE 6074603:
Identificacdo da Autorizacdo

6074603 - AFE

In the second field, we have two columns, where users are listed with their respective names and CPF numbers (the CPF data and

surnames have been hidden in the images to protect the data of the people registered in the system).

=] I
Q

'!.O......H
.

The right-hand column , marked in blue, indicates the users who will be updated as legal or technical representatives (depending on the
chosen subject) of the company after the request is submitted. When the subject is selected, the right-hand column will contain the
users who are currently registered as technical or legal representatives (depending on the chosen subject) for the selected AFE

(Authorization for Operation). This information can also be verified in the Company Operation query, as previously mentioned.

The left-hand column, marked in red, indicates all users who can be registered as legal or technical representatives (depending on the

chosen subject).

To add a user, click the arrow next to the user's name in the Ief&?and table, marked in red. The user's name will then automatically be

moved to the right-hand table, marked in blue.

To delete a user, click the arrow next to the user's name in the right-hand table, marked in blue. The user's name will then automatically

be moved to the left-hand table, marked in red.
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If the user was selected incorrectly, they can be removed from the user table.

Included by clicking the arr@v next to the user's name in the right-hand table, marked in blue. The user's

name will automatically be transferred to the left-hand table, marked in
red.

In the given example, after the request is submitted, users ADEMIR and ALESSANDRA would become the new

responsible parties.

Adding a new user to the table on the right, marked in blue, is done by entering the user's CPF (Brazilian tax identification

number) in the "Associate new responsible party (CPF)" field.

Associar novo responsavel (CPF)

If the user does not yet have registered data, the following error message will appear: "CPF not accepted,
please access the registration systems to add it."

In this case, the user will need to be registered by the applicant in the ANVISA registration system.

After completing this step, the user must follow the rest of the workflow, as detailed in previous sections of
this manual, until the protocol is finalized.

After the protocol is completed, a message will be sent to your mailbox informing you who will be the company
representative(s) after the petition has been filed:

~ - A NVISA
Pelitienamants Eletrénice

pul e srrorens zea

NOME cPr

The petition extract, available in the processes tab (see previous sections to understand how to access this
feature), shows information about the representatives before and after the request was finalized.
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Responsaveis Anteriores
CPF Nome
Responsaveis Atualizados
CPF Nome
ADEMIR
ALESSANDRA

Expansion of Business Authorization Activity

This feature is only available for petitions of the type "Companies".

Initiate a petition linked to the AFE (Authorization for Operation) process you wish to modify, following the steps
described in this manual. If you do not know the process number linked to the AFE you wish to modify, this
information can be obtained through the Company Operation query, “Consult National Company”, available at
https://consultas.anvisa.gov.br/#/empresas/empresas/

}&00s da Emprasa Naciona

Razao Social CNPJ

EMPRESA DE TESTE LTDA (VSO 11 111.911/0001-9

Nome Fantasia

EMPRESADE TESTE LTDA (VS
Enderego na Internet SAC
MWW 2y )1‘:"_. Ll 121212 _‘_
Endereco Completo Cidade/UF
Trecho S area especial 57 - Asa Norte CEP 75012-20 VITORLAS
Responsavel Tecnico Responsavel Legal
AFURA RA
Dados do Cadastro
Cadastro N* Data do Cadastro Situagio
7164 191 Gy 2004 [ |
N* do Processo Cadastro
| - Medicamento

Atividades / Classes

Dispensar
* RS FATTNAL &UTi
¢ Medicament
Manipular

* INSUMOS EArMacAuticos

Select the topic that corresponds to the activity expansion.
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After the selection, an information block regarding the "Activity to be included" will be available. The form will display which eligible

activities can be requested according to the AFE (Authorization for Economic Activity) granted in the chosen process.

Please note that it will not be possible to request an expansion of activity for an authorization if all classes

Possible ones are already authorized.

The "Declaration” section is only available in cases of changes to a Pharmacy or Drugstore AFE (Authorization for Operation).

By clicking the checkbox:

Declaro que sou o responsavel técnico e/ou legal e li e concordo com os termos e condiches

The user declares that they comply with the provisions of RDC No. 275, of April 9, 2019, and this allows for a faster analysis of the

request by Anvisa than if the same self-declaration were sent as an attachment.
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the electronic self-declaration, we suggest that the petition be saved as a Draft and completed later by the

company's technical or legal representative.

After completing this step, the user must follow the rest of the workflow, as detailed in previous sections of

this manual, until the protocol is finalized.

Expansion of Company Authorization Class

This feature is only available for petitions of the type "Companies".

Initiate a petition linked to the AFE (Authorization for Operation) process you wish to modify, following the steps

described in this manual. If you do not know the process number linked to the AFE you wish to modify, this

information can be obtained through the Company Operation query, "Consult National Company," available at

https://consultas.anvisa.gov.br/#/empresas/empresas/

Razdo Social

Nome Fantasia

Endereco na Internet

Enderego Completo

el =4 = e

Responsavel Tecnico

Cadastro N* Data do Cadastro

N*® do Processo Cadastro

Atividades / Classes

Select the topic that corresponds to the class extension.

CNP

SAC

Cidade/UF

Responsavel Legal

Situagio

After the selection, a block of information regarding "Class to be Included" will be made available.
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The form will display which classes can be requested according to the AFE granted in the process.
chosen.

Insumos Farmacéuticos
Insumos Farmacéuticos

Insumos Farmacéuticos

Please note that it will not be possible to request the expansion of classes for an authorization if all classes

Possible ones are already authorized.

Important! If the person filing the petition is not the legal or technical representative, but wishes to file using the electronic
self-declaration, we suggest that the petition be saved as a Draft and completed later by the company's technical or legal

representative.

After completing this step, the user must follow the rest of the workflow, as detailed in previous sections of this manual, until

the protocol is finalized.

REDUCTION OF BUSINESS AUTHORIZATION ACTIVITY

This feature is only available for petitions of the type "Companies".

Initiate a petition linked to the AFE (Authorization for Operation) process you wish to modify, following the steps
described in this manual. If you do not know the process number linked to the AFE you wish to modify, this
information can be obtained through the Company Operation query, "Consult National Company," available at

https://consultas anvisa gov br/#/empresas/empresas/
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Razdo Social

EMPRESA DE TESTELTDA (VSO
Nome Fantasia

EMPRESA DE TESTE LTDA (V501
Enderego na Internet

MWW 2 ,|; v O

Enderego Completo

Frect area eipetia A8 Nore CEP 1

Responsavel Tecnico

AFURA RA

Cadastro N*

N* do Processo

Atividades / Classes

Dispensar
* NS rFarTIAL BUTI
* Medicament
Manipular

* INSUMOS SArMaceutico

Data do Cadastro

19 0V 2004

Cadastro

Medicamento

Select the topic that corresponds to the reduction in activity.

os do

da Empresa Nacional

Cadastro

MNU - User Manual

CNP)

111/0001-5

Cidade/UF

rORLA

Responsavel Legal

Situagao

£33

voltar

After the selection, a block of information regarding "Activity to be Excluded" will be available. The form will display which activities are

eligible for exclusion according to the AFE (Authorization for Economic Activity) granted in the chosen process.
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In this section, mandatory activities are pre-filled with the option "no," and it is not possible to change them to "yes." Note that deleting an

Activity will delete all related Classes.

automatically

The "Declaration" section is only available in cases of changes to a Pharmacy or Drugstore AFE (Authorization for Operation).

By clicking the checkbox
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Declaro que sou o responsavel técnico e/ou legal e li e concordo com os termos e condigdes

The user declares that they will comply with the provisions of RDC No. . dated April 9, 2019, and makes a more thorough analysis possible.

275, which expedites the processing of the request by Anvisa, rather than submitting the same self-declaration as an attachment.

Important! If the person filing the petition is not the legal or technical representative, but wishes to file using the electronic self-declaration, we

suggest that the petition be saved as a Draft and completed later by the company's technical or legal representative.

After completing this step, the user must follow the rest of the workflow, as detailed in previous sections of this manual, until the protocol is finalized.

Reduction in Company Authorization Class

This feature is only available for petitions of the type "Companies".

Initiate a petition linked to the AFE (Authorization for Operation) process you wish to modify, following the steps
described in this manual. If you do not know the process number linked to the AFE you wish to modify, this
information can be obtained through the Company Operation query, "Consult National Company," available at
https://consultas.anvisa.gov.br/#/empresas/empresas/
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2 53 Na 3
Razdo Social CNPJ

IPRESA DE TESTE JA 1"
Nome Fantasia

SPRESA DE TESTELTDA I
Enderego na Internet SAC
Endere¢o Completo Cidade/UF

| greq = 0edla Ass Norte CEP 12.2 VITORLAS

Responsavel Tecnico Responsavel Legal

AFURA RA

3 jo Cada

Cadastro N” Data do Cadastro Situagao

N* do Processo Cadastro

Atividades / Classes

Dispensar

® | farmace
* Ms mt
Manipular
.| a1

Select the subject corresponding to the Class reduction.

After the selection, a block of information regarding "Class to be Excluded" will be made available. The form
will display which classes are eligible for exclusion according to the AFE granted in the chosen process.
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Classe a ser Excluida

v Cosmético
v Perfume

Prod. de Higiene

Cosmeético
Perfume

Prod. de Higiene

Cosmeético
Perfume

Prod. de Higiene

Cosmeético
Perfume

Prod. de Higiene

In this section, the required activities are pre-filled with the option "no," and it is not possible to change them
to "yes."

Please note that it is not possible to delete all classes from an Activity. If you really want to delete all
Classes, please submit a petition to reduce the Activity.

Important! If the person filing the petition is not the legal or technical representative, but wishes to file using
the electronic self-declaration, we suggest that the petition be saved as a Draft and completed later by the
company's technical or legal representative.

After completing this step, the user must follow the rest of the workflow, as detailed in previous sections of
this manual, until the protocol is finalized.
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CHANGE OF ADDRESS FOR FOOD REGISTRATION
This feature is only available for petitions of the type "Food/Alimony".

Initiate a petition linked to the Food Registration process that you wish to modify, following the steps described in this

manual. If you do not know the process number linked to the registration that...

If you wish to make changes, the information can be obtained through the Business Operations query, “Consult

National Company”, available at https://consultas.anvisa gov br/#/empresas/empresas/

Cadastro N* Data do Cadastro Sstuagho

N® do Processo Cadastro

Atrvidades / Clasies

Certificado de Boas Préticas de Fabricagio - CBPF (Vigente)

impresa Sokicitante Linhas de Certificagio Vigentes Data de Publicagho Ventimento do Certificado

Certificade de Boss Praticas de Distribuigho e Armazenagem - CEPDA (Vigente

impresa Sobcitante Linhay de Certificagio Vigentes Data de Publicagko Vencimento do Certificado

Select the subject corresponding to the change you wish to make: address change or company name change.
The list of subject codes is available for consultation at the following link: https://consultas.anvisa.gov.br/#/
consultadeassuntos/

The information block will provide both the address as it currently appears in the Anvisa (Brazilian Health Regulatory
Agency) registry and the address as it appears in the Federal Revenue Service database.

The information from the Federal Revenue Service is updated every 3 days, and this information is available on the form.

nformacado disponibilizada pela Receita Federal em 10/11/2022
from the date of the last update. Ex: formacdo disponibilizada pela Receita Federal em 1C e
If there is a discrepancy between the information displayed on the form and the Federal Revenue Service database,
check the date of the last update. If there is still a discrepancy between the data, contact the responsible department so

that the reason for the problem can be investigated.

Active AFES/AEs field: This will be displayed if the selected company has processes with active AFES/AEs.
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Initially, the user will be asked if they want to make the same change for all active authorizations.

If the user selects the "No" option, a checkbox will be displayed for the user to declare that they are aware that failure to

submit to all processes may result in the rejection of the request.

nissdo para todos os processos podera ensejar o indeferimento da solicitacdo. *
In this workflow, checking the checkbox is mandatory, and failure to check it will prevent the request from being submitted.
If the user selects the "Yes" option, an interface will be made available where all valid authorizations for the company will be

displayed, as well as the process related to that authorization.

If an active authorization is not displayed or an inactive authorization is displayed, please contact the area responsible for

authorization so that the Anvisa team can assess the situation.

Click the edit option in the actions column.

]

A new modal will be displayed for selecting the subject; clicking on the magnifying glass which will be used for

will allow you to file a petition of the same type of request selected at the beginning of the workflow.
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AFEs ou AEs Ativas |
B
Autorizacdo Processo
AD00085 25351016303020
b1 " [
| Assunto
Fato Gerador Porte da Empresa Valor da Taxa
N ITEM OBRIGATORIO ARQUIVOS ACOES
Nenhum item foi adicionado.

If an address change subject was selected at the beginning of the form, the system will only display address
change subjects. Similarly, if a company name change subject was selected, the system will only display
company name change subjects in the modal.

Selecione o assunto

Atividade/Tipo de produto

Selecione v

Codigo Descricao
Atividade/Tipo de
Cédigo Produto Descrigdo
7003 Empresas MEDICAMENTOS e INSUMOS FARMACEUTICOS - (Alteracdo na AE) de EXPORTADORA do 3

produto sujeito a Controle Especial - ENDERECO DA SEDE

When you select a subject, the modal will display the fee associated with that request and the checklist items
for attaching the requested documents.
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AFEs ou AEs Ativas
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After attaching the requested documents, click confirm. m

The interface will be updated to display the selected subject, its generating event, and the associated rate.

If you wish to change the selected subject or the attached documents, simply click on the edit icon.

Continue filling in the subjects for each of the processes, always keeping in mind the need to choose the most appropriate

subject for each type of authorization that will be updated.

After filling in the information regarding all processes related to the registration of active food products or AFEs (Authorization
for Operation) or AEs (Authorization for Establishment), the user must check the box indicating that the “attached
documentation is valid and that all information is legitimate”. In addition, the user will also acknowledge that “there may be

a difference of up to 3 hours between the main protocol and the remaining AFES/AES".

After completing the Active AFES/AESs section, the user must insert the documents related to the subject selected at the

beginning of the form.
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By clicking submit The user should view the documents related to the request that...

This gave rise to the form.

Confirmacao de envio

A Atengaol Antes de confirmar o envio é necessario visualizar todos os anexos.
Ao confirmar o envio a peticao sera protocolada e ndo sera possivel realizar a alteracdo das informacdes.

N* Item Anexos Visualizado
Formuldrio de Peticdo devidamente assinado e preenchido 1.pdf Nao

Comprovante de pagamento, ou de isencado, da Taxa de Fiscali
2 zacao de Vigilancia Sanitaria (TFVS), mediante Guia de Recolhi
mento da Unido (GRU) especifica

Cadastro Nacional de Pessoa Juridica (CNPJ) com dados atuali
zados

w

After viewing all the files, the user must click the "Confirm Submission" button.

If the total amount of the requests results in an exempt value, the requests will be registered, generating the documents and their

respective registration receipts.

If the total of the requests results in a value that does not qualify for exemption, the payment selection screen will be displayed.
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Peticdo aguardando pagamento

Favorecido: 11.111.111/0001-91 - UHIEQKX WHNHIWD NH FIXKHUUWPHMVX NH NWNXU (UHIFIX)

Assunto: 7006 - INSUMOS FARMACEUTICOS - (Alteracdo na AE) de FRACIONADORA do produto sujeito a Controle Especial

por mudanca na RAZAQ SOCIAL

NGmero de Trans 43792022
acao:

¢ Selecionar Pagamento

By clicking on "select payment,” you will be able to generate the GRU (payment slip) or activate PagTesouro (a payment processing system).

The generated payment slip will have a different format, referring to a "multiple guide" that will include the fee for all requested
changes.

The payment slip details will be displayed on the first page.
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In the generated payment slip, the "Generating Event(s)" field displays the generating events and a counter that indicates...

How many petitions were created for each triggering event. Ex:

Fato(s) Gerador(es): 3034 (2), 38601 (8)

The payment slip will display a second page where you can see the data related to the multiple guide (red box), the request

related to the process for which the request form was initiated (green box), and the requests for processes related to other

active AFES/AEs (blue box).
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Guia Maltipla: 4056
Data: 11/11/2022 15-05:10

| Guia Pai
I‘ Ordem | Transacgao Processo Assunto Guia G::I;gor Valor
7006-INSUMOS FARMACEUTICOS - (Alteracdo na AE) de
1 43792022 | 25351000035201916 | FRACIONADORA do produto sujeito a Controle Especial por 4056 3034 R$ 6000.00
mudanca na RAZAO SOCIAL
Guias Filhas
Ordem | Autorizagédo Processo Assunto Guia Fato Valor
Gerador
7006-INSUMOS FARMACEUTICOS - (Alteracéo na AE) de
1 AD00D0OBS 253510163030206 | FRACIONADORA do produto sujeito a Controle Especial por 4057 3034 R$ 6.000,00
mudanca na RAZAO SOCIAL
T013-MEDICAMENTOS - (Alteracdo na AE) de
2 1152671 | 256351003370201968 | TRANSPORTADORA do produto sujeito a Controle Especial - 4058 38601 R$ 1.600,00
RAZAO SOCIAL
7017-MEDICAMENTQOS e INSUMOS FARMACEUTICOS -
3 1152685 | 25351025383201998 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4059 38601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
4 1367254 | 99999999999999995 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4060 38601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
5 2009193 | 25351002851202090 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4061 38601 R$ 1.600,00

Controle Especial - RAZAQ SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
6 4085825 | 25351001487202041 | (Alteracdo na AE) de ARMAZENADORA do produto suijeito a 4062 385601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
7 7050902 | 25351000426202066 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4063 38601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
8 8999999 | 99999999999999995 | (Alteracdo na AE) de ARMAZENADORA do produto suijeito a 4064 38601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
9 9074901 | 25351213221201601 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4065 385601 R$ 1.600,00
Controle Especial - RAZAO SOCIAL

The payment slip covers all requests, and if the amount paid is less than the amount specified on the slip, no request
will be processed.

Due to differences in the processing of the forms, it is expected that there will be an interval of up to 3 hours
between the registration of the parent form and the registration of the child form(s).

After the protocol is submitted, a petition will be created for each process listed in the multiple tab. A protocol receipt
will also be made available in the mailbox for each petition created.

The petition extract, available in the processes tab (see previous sections to understand how to access this feature),
may show the company name or address that was registered with Anvisa and the company name or address that was
registered with the Federal Revenue Service at the time of the user's request, as well as the date the information was
updated with the Federal Revenue Service.

Example of the information contained in the address change request statement.

Eﬂ';’:g’; :c°“f°"“° Consta | \/,14RIA-ES, SIATRECHO 4 AREA ESPECIAL 57 TANGAMANDAPIO 75012200

Data Atualizacao Receita Informacéo disponibilizada pela Receita Federal em 11/11/2022. Essas informacbes sdo
Federal: atualizadas a cada 3 dias.

Enderego Conforme Consta | \s NORTE.DF, 70836900, BRASIL

na Receita Federal:

Example of the information contained in the statement of requests for change of company name.
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Razao Social Conforme .

Uit s Rovie UHIEQKX WHNHIWD NH FIXKHUUWPHMVX NH NWNXU (UHIFIX)

Data Atualizacao Receita Informac&o disponibilizada pela Receita Federal em 11/11/2022. Essas informacdes s3o
Federal: atualizadas a cada 3 dias.

Razao Social Conforme

oot na Bocalia Fataml UHIEQKX WHNHIWD NH FIXKHUUWPHMVX NH NWNXU (UHIFIX)
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Change of company name for food registration.

This feature is only available for petitions of the type "Food/Alimony".

Initiate a petition linked to the Alimony registration process that you wish to modify, following the steps described in this manual. If you
do not know the process number linked to the Alimony registration that...

If you wish to make changes, the information can be obtained through the Business Operations query, “Consult
National Company”, available at https://consultas.anvisa.gov.br/#/empresas/empresas/

Cadastro N* Data do Cadastro Situagho

N® do Processo Cadastro

Afrvidacdes / Classes

Certsficade de Boas Praticas de Fabricacho - CBPF (Vigente)

Impresa Solcitante Linhas de Certificagio Vigentes Data de Publicagho Ventimento do Certificado

Certficado de Boas Priaticas de Distribuicho e Armazenagem - CBPDA (Vigente

impresa Sobcitante Linhay de Certificagio Vigentes Data de Publicagho Ventimento do Certificado

Select the subject corresponding to the change you wish to make: address change or company name change. The list of subject codes

is available for consultation at the following link: https://consultas.anvisa.gov.br/#/consultadeassuntos/

The information block will include the company name as it currently appears in the Anvisa registry and the company name as it appears
in the Federal Revenue database.

The information from the Federal Revenue Service is updated every 3 days, and this information is available on the form.

nformacao disponibilizada pela Receita Federal em 10/11/2022.

from the date of the last update. Ex:

If there is a discrepancy between the information displayed on the form and the Federal Revenue Service database, check the date of
the last update. If there is still a discrepancy between the data, contact the responsible department so that the reason for the problem

can be investigated.

Active AFES/AEs field: This will be displayed if the selected company has processes with active AFES/AEs.
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Initially, the user will be asked if they want to make the same change for all active authorizations.

If the user selects the "No" option, a checkbox will be displayed for the user to declare that they are aware that failure to

submit to all processes may result in the rejection of the request.

nissao para todos os processos podera ensejar o indeferimento da solicitagao. *
In this workflow, checking the checkbox is mandatory, and failure to check it will prevent the request from being submitted.
If the user selects the "Yes" option, an interface will be made available where all valid authorizations for the company will be

displayed, as well as the process related to that authorization.

If an active authorization is not displayed or an inactive authorization is displayed, please contact the area responsible for

authorization so that the Anvisa team can assess the situation.

Click the edit option in the actions column.

]

A new modal will be displayed for selecting the subject; clicking on the magnifying glass n which will be used for

will allow you to file a petition of the same type of request selected at the beginning of the workflow.
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AFEs ou AEs Ativas |
B
Autorizacdo Processo
AD00085 25351016303020
b1 " [
| Assunto
Fato Gerador Porte da Empresa Valor da Taxa
N ITEM OBRIGATORIO ARQUIVOS ACOES
Nenhum item foi adicionado.

If an address change subject was selected at the beginning of the form, the system will only display address
change subjects. Similarly, if a company name change subject was selected, the system will only display
company name change subjects in the modal.

Selecione o assunto

Atividade/Tipo de produto

Selecione v

Codigo Descricao
Atividade/Tipo de
Cédigo Produto Descrigdo
7003 Empresas MEDICAMENTOS e INSUMOS FARMACEUTICOS - (Alteracdo na AE) de EXPORTADORA do 3

produto sujeito a Controle Especial - ENDERECO DA SEDE

When you select a subject, the modal will display the fee associated with that request and the checklist items
for attaching the requested documents.
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AFEs ou AEs Ativas
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After attaching the requested documents, click confirm. m

The interface will be updated to display the selected subject, its generating event, and the associated rate.

If you wish to change the selected subject or the attached documents, simply click on the edit icon.

Continue filling in the subjects for each of the processes, always keeping in mind the need to choose the most appropriate

subject for each type of authorization that will be updated.

After filling in the information regarding all processes related to the registration of active food products or AFEs (Authorization
for Operation) or AEs (Authorization for Establishment), the user must check the box indicating that the “attached
documentation is valid and that all information is legitimate”. In addition, the user will also acknowledge that “there may be

a difference of up to 3 hours between the main protocol and the remaining AFES/AES”.

After completing the Active AFES/AESs section, the user must insert the documents related to the subject selected at the

beginning of the form.

Page 150/286



Machine Translated by Google

I o .
— LAgencua Nacional

+
_l — de Vigilancia Sanitaria
I MNU - User Manual

By clicking submit The user should view the documents related to the request that...

This gave rise to the form.

Confirmacao de envio

A Atengaol Antes de confirmar o envio é necessario visualizar todos os anexos.
Ao confirmar o envio a peticao sera protocolada e ndo sera possivel realizar a alteracdo das informacdes.

N* Item Anexos Visualizado
Formuldrio de Peticdo devidamente assinado e preenchido 1.pdf Nao

Comprovante de pagamento, ou de isencado, da Taxa de Fiscali
2 zacao de Vigilancia Sanitaria (TFVS), mediante Guia de Recolhi
mento da Unido (GRU) especifica

Cadastro Nacional de Pessoa Juridica (CNPJ) com dados atuali
zados

w

After viewing all the files, the user must click the "Confirm Submission" button.

If the total amount of the requests results in an exempt value, the requests will be registered, generating the documents and their

respective registration receipts.

If the total of the requests results in a value that does not qualify for exemption, the payment selection screen will be displayed.
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Peticdo aguardando pagamento

Favorecido: 11.111.111/0001-91 - UHIEQKX WHNHIWD NH FIXKHUUWPHMVX NH NWNXU (UHIFIX)

Assunto: 7006 - INSUMOS FARMACEUTICOS - (Alteracdo na AE) de FRACIONADORA do produto sujeito a Controle Especial

por mudanca na RAZAQ SOCIAL

NGmero de Trans 43792022
acao:

¢ Selecionar Pagamento

By clicking on "select payment,” you will be able to generate the GRU (payment slip) or activate PagTesouro (a payment processing system).

The generated payment slip will have a different format, referring to a "multiple guide" that will include the fee for all requested
changes.

The payment slip details will be displayed on the first page.
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In the generated payment slip, the "Generating Event(s)" field displays the generating events and a counter that indicates...

How many petitions were created for each triggering event. Ex:

Fato(s) Gerador(es): 3034 (2), 38601 (8)

The payment slip will display a second page where you can see the data related to the multiple guide (red box), the request

related to the process for which the request form was initiated (green box), and the requests for processes related to other

active AFES/AEs (blue box).
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Guia Maltipla: 4056
Data: 11/11/2022 15-05:10

| Guia Pai
I‘ Ordem | Transacgao Processo Assunto Guia G::I;gor Valor
7006-INSUMOS FARMACEUTICOS - (Alteracdo na AE) de
1 43792022 | 25351000035201916 | FRACIONADORA do produto sujeito a Controle Especial por 4056 3034 R$ 6000.00
mudanca na RAZAO SOCIAL
Guias Filhas
Ordem | Autorizagédo Processo Assunto Guia Fato Valor
Gerador
7006-INSUMOS FARMACEUTICOS - (Alteracéo na AE) de
1 AD00D0OBS 253510163030206 | FRACIONADORA do produto sujeito a Controle Especial por 4057 3034 R$ 6.000,00
mudanca na RAZAO SOCIAL
T013-MEDICAMENTOS - (Alteracdo na AE) de
2 1152671 | 256351003370201968 | TRANSPORTADORA do produto sujeito a Controle Especial - 4058 38601 R$ 1.600,00
RAZAO SOCIAL
7017-MEDICAMENTQOS e INSUMOS FARMACEUTICOS -
3 1152685 | 25351025383201998 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4059 38601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
4 1367254 | 99999999999999995 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4060 38601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
5 2009193 | 25351002851202090 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4061 38601 R$ 1.600,00

Controle Especial - RAZAQ SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
6 4085825 | 25351001487202041 | (Alteracdo na AE) de ARMAZENADORA do produto suijeito a 4062 385601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
7 7050902 | 25351000426202066 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4063 38601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
8 8999999 | 99999999999999995 | (Alteracdo na AE) de ARMAZENADORA do produto suijeito a 4064 38601 R$ 1.600,00

Controle Especial - RAZAO SOCIAL
7017-MEDICAMENTOS e INSUMOS FARMACEUTICOS -
9 9074901 | 25351213221201601 | (Alteracdo na AE) de ARMAZENADORA do produto sujeito a 4065 385601 R$ 1.600,00
Controle Especial - RAZAO SOCIAL

The payment slip covers all requests, and if the amount paid is less than the amount specified on the slip, no request
will be processed.

Due to differences in the processing of the forms, it is expected that there will be an interval of up to 3 hours
between the registration of the parent form and the registration of the child form(s).

After the protocol is submitted, a petition will be created for each process listed in the multiple tab. A protocol receipt
will also be made available in the mailbox for each petition created.

The petition extract, available in the processes tab (see previous sections to understand how to access this feature),
may show the company name or address that was registered with Anvisa and the company name or address that was
registered with the Federal Revenue Service at the time of the user's request, as well as the date the information was
updated with the Federal Revenue Service.

Example of the information contained in the address change request statement.

Eﬂ';’:g’; :c°“f°"“° Consta | \/,14RIA-ES, SIATRECHO 4 AREA ESPECIAL 57 TANGAMANDAPIO 75012200

Data Atualizacao Receita Informacéo disponibilizada pela Receita Federal em 11/11/2022. Essas informacbes sdo
Federal: atualizadas a cada 3 dias.

Enderego Conforme Consta | \s NORTE.DF, 70836900, BRASIL

na Receita Federal:

Example of the information contained in the statement of requests for change of company name.
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Razao Social Conforme .

Uit s Rovie UHIEQKX WHNHIWD NH FIXKHUUWPHMVX NH NWNXU (UHIFIX)

Data Atualizacao Receita Informac&o disponibilizada pela Receita Federal em 11/11/2022. Essas informacdes s3o
Federal: atualizadas a cada 3 dias.

Razao Social Conforme

oot na Bocalia Fataml UHIEQKX WHNHIWD NH FIXKHUUWPHMVX NH NWNXU (UHIFIX)
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Change of Legal Representative and Technical Representative for Food Registration
This feature is only available for petitions of the type "Food/Alimony".

Initiate a petition linked to the food registration process you wish to modify, following the steps described in this
manual. If you do not know the process number linked to the food registration you wish to modify, this information
can be obtained through the Business Operations query.

“Consultar Empresa Nacional”, available at https://consultas.anvisa.gov.br/#/empresas/empresas/

Razao Social CNPY

Nome Fantasia

Enderego na Internet SAC
Endereco Completo Cidade/UF
o4 =L
Responsavel Tecnico Responsavel Legal
[} 3
Cadastro N* Data do Cadastro Situagio
N* do Processo Cadastro

Atividades / Classes

Select the subject corresponding to the change you wish to make: change of legal representative or change of
technical representative.

After the selection, a block of information regarding the legal or technical representative will be made available,
depending on the chosen subject.
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o

00000000

In the first field, the system will indicate for which food product registration the request will change the information

regarding the legal representative or technical representative. In the example case, it would be the food product registration.
XYZ:

Identificacdo da Autorizacdo

6074603 - AFE

In the second field, we have two columns, where users are listed with their respective names and CPF numbers (the
CPF data and surnames have been hidden in the images to protect the data of the people registered in the system).

'!.I..I‘.H

The right-hand column , marked in blue, indicates the users who will be updated as legal or technical representatives
(depending on the chosen subject) of the company after the request is submitted. When the subject is selected, the
right-hand column will contain the users who are currently registered as technical or legal representatives (depending
on the chosen subject) for the selected AFE (Authorization for Operation). This information can also be verified in the
Company Operation query, as previously mentioned.

The left-hand column, marked in red, indicates all users who can be registered as legal or technical representatives

(depending on the chosen subject).

To add a user, click the arrow next to the user's name irﬂne left-hand table, marked in red. The user's name will then
automatically be moved to the right-hand table, marked in blue.

To delete a user, click the arrow next to the user's nameQn the right-hand table, marked in blue. The user's name will

automatically be moved to the left-hand table.
marked in red.
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If the user was selected incorrectly, they can be removed from the user table.

Included by clicking the arr@v next to the user's name in the right-hand table, marked in blue. The user's

name will automatically be transferred to the left-hand table, marked in
red.

In the given example, after the request is submitted, users ADEMIR and ALESSANDRA would become the new

responsible parties.

Adding a new user to the table on the right, marked in blue, is done by entering the user's CPF (Brazilian tax identification

number) in the "Associate new responsible party (CPF)" field.

Associar novo responsavel (CPF)

If the user does not yet have registered data, the following error message will appear: "CPF not accepted,
please access the registration systems to add it."

In this case, the user will need to be registered by the applicant in the ANVISA registration system.

After completing this step, the user must follow the rest of the workflow, as detailed in previous sections of
this manual, until the protocol is finalized.

After the protocol is completed, a message will be sent to your mailbox informing you who will be the company
representative(s) after the petition has been filed:

~ - A NVISA
Pelitienamants Eletrénice

pul e srrorens zea

NOME cPr

The petition extract, available in the processes tab (see previous sections to understand how to access this
feature), shows information about the representatives before and after the request was finalized.
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COSMETIC FORMULAS

Notification and Registration of Cosmetics
This feature is only available for "Cosmetics" type processes and petitions.

To initiate a request for natification or registration of cosmetics, you must access the drafts tab and click the "New"

button, selecting the "Initial Petition" option.

Rascunho

Peticdo vinculada a um processo ja existente

In the form provided, click on the "magnifying glass" in the subject field, and on the next screen enter the name or

number of the desired subject.

Selecione o assunto

Atividade/Tipo de produto
Selecione o
Cadigo Descricao
Cédigo Atividade/Tipo de Produto Descricdo
2871 Cosmético Registro de Produto Grau 2 - Importado EY

For notification or registration requests for domestic products, the applicant company must have an AFE (Authorization for

Operation) to manufacture cosmetics.

For requests for notification or registration of international products, the applicant company must have an AFE

(Authorization for Operation) to import cosmetics.

The following form will provide information that must be completed in order to characterize the product.
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Important! The "Product Classification" section is used to characterize products according to sanitary regulations.
The information entered is used to perform various validations in the form fields, and any changes made during
form completion will result in the deletion of all data entered up to that point.

The "Product Classification" section has the following fields to be filled in.

The "Product Class" field displays the operating authorization classes for the "Cosmetics" product type. The
options are enabled according to the Operating Authorization (AFE) of the logged-in company. The product class
options are "Cosmetics", "Perfumes”, and "Hygiene Products".

Depending on the chosen destination, a specific destination field will be available, detailing the area in which the
product will be used.

The “Product Group” field will enable selection options based on the items selected in the “Product Class”,
“Purpose”, and “Specific Purpose” fields, when applicable.

Ensure that the final product group designation complies with applicable legislation. An incorrect product
group designation may lead to the rejection or cancellation of the product registration.
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The "Questionnaire" field is enabled for a better characterization of the product claims that will be submitted.
Changing the answer to any question after the questionnaire has been fully completed will result in

the deletion of the registered presentations/formulas/shades.
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Grau de Risco Produto

The "Product Risk Level" field is automatically defined according to the information entered in the "Questionnaire" fields.

The "General Data" section is used to provide broad product information.

The "Product Classification" section has the following fields to be filled in.

Nome do Produto (incluindo Marca ou nome da Linha) * @

 0/290

In the "Product Name (including Brand or Line name)" field, you can enter names with up to 230 alphanumeric characters.

Tipo de Formulacdo * @

In the "Formulation Type" field, you must select the physical form of the product. If the desired physical form is not available, please

contact the team at the responsible organizational unit.

The "Manufacturers" section allows the inclusion of national or international manufacturers, with at least one manufacturer being

registered. The section is composed of two modes: one for entering data for national manufacturers and another for entering data for

international manufacturers.

CNP| FABRICANTE ETAPA DE FABRICACAD

Nenhum item ol adicionado.

+ Adicionar Fabricante Naclonal
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To enter data for a national manufacturer, click the button.

<+ Adicionar Fabricante Nacional

to display the company selection model and the steps involved.

The manufacturing company will be responsible.

Fabricante Nacional

CNP) Etapas Fabricacao *
Fabricante *
=]
UF Municipio de Fabricagao
Logradouro

To specify the manufacturing stage(s) the company is responsible for, click on the “Manufacturing Stages” field.

Etapas Fabricacao *

The possible steps that can be taken will be presented, and the user can select one or more steps.

n A new mode of transport will be opened.

To select the company, click the button.
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Selecione a empresa nacional

A Atengdol! Deve-se informar, pelo menos um filtro para executar a Pesquisa

CNP]

(|

Fabricante

The search can be done using the company's CNPJ (Brazilian corporate tax ID) or its legal name.

CNPJ
Fabricante
empresa de teste
CNP) Fabricante UF  Municipio Logradouro
11222333000 EMPRESA DE TESTE DF  BRASILIA AVENIDA DE TESTE >
181
99888777000 EMPRESA DE TESTE DF  BRASILIA RUA DE TESTE SEM FIM >
100
Once the desired company has been displayed, click the button. ? to select it.

The company data will be filled in the previous form. If the national company does not have an Operating
Authorization compatible with the selected product class, warning messages will be displayed indicating that
"The CNPJ (Brazilian tax ID) provided or its parent company is not authorized to Package, Manufacture,
Fractionate or Repackage Cosmetics" and that "If this form is submitted, the registration request may be
rejected, as the manufacturing company does not have an AFE (Operating Authorization) to manufacture the
selected product class, thus violating sanitary legislation."
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Fabricante Nacional

CNP) Etapas Fabricacao *

11222333000181 Armazenamento, Controle de qualidade v
Fabricante *

EMPRESA DE TESTE n
UF Municipio de Fabricacao

DF BRASILIA

Logradouro

AVENIDA DE TESTE

Click the button so that it appears in the list of manufacturers.

Fabricantes

CNP) FABRICANTE ETAPA DE FABRICACAO ACOES

11222333000181 EMPRESA DE TESTE Armazenamento, Controle de qualidade y X

+ Adicionar Fabricante Nacional

.

&

. . . X .
The action button allow editing of the component while the button allows the exclusion of

component.

The process for filling out the international manufacturer information is the same, with the difference being that
the company search can be done by unique code or company name.

CODIGO UNICO FABRICANTE ETAPA DE FABRICACAO ACOES

Nenhum item foi adicionado

+ Adiclonar Fabricante Internacional

If the desired manufacturer is not registered, please contact the team at the responsible organizational unit.
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The "Product Technical Data" section allows the inclusion of data relating to presentation details, as well as

the product formula.

Aprasentacies

Formaita

To enter presentation data, click the button to display the presentation
registration modal.

Apresentacdes

Destinacdo do Produto * Periodo de Validade do Produto *

Selecione v

Embalagem Priméaria * @

Selecione

Embalagem Secundaria * @

PRODUTO SOMENTE CONTEM EMBALAGEM PRIMARIA

Apresentacdo do Produto (Emb. primaria + Emb. secundaria)

PRODUTO SOMENTE CONTEM EMBALAGEM PRIMARIA

A modal offers several fields to characterize a presentation.

Destinacdo do Produto *

Selecione v

Tipo do Periodo *

Selecione v
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In the "Product Destination" field, you must select the intended use of the product.

Periodo de Validade do Produto * Tipo do Periodo

LA
]
r'{\
Q
(@]
3
m

In the "Product Validity Period" field, enter an integer and then choose the time period corresponding to the
product's validity period.

Embalagem Priméria * @

In the "Primary Packaging" field, specify the packaging to be used.

Embalagem Secundaria * @

In the "Secondary Packaging" field, specify the packaging to be used. If secondary packaging is not used,
enter the information "Product contains only primary packaging"”.

If the desired primary or secondary packaging is not listed, please contact the team at the responsible
organizational unit.

After completing the form, click the button displayed in the The inserted groups will be

table format.

The presentation allows editing of the presentation, while the button allows the exclusion of
action button.

New presentations can be registered using this same workflow or by copying data from an already registered
presentation. This functionality is enabled once at least one presentation has been registered.
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Vocé deseja copiar os dados de uma apresentacdo ja cadastrada? @

Sim (e) Nao

By selecting “yes”, the system enables a field to select which presentation will be used as the default for the
copy.

Apresentacao

Selecione v

When the presentation is selected, the system copies the data to the form.

Apresentacdo

{ Selecione Vl

Selecione

REFIL DE POLIETILENO + PRODUTO SOMENTE CONTEM EMBALAGEM PRIMARIA

Calarinna w T r " Calarinna ~

Apresentacoes

Vocé deseja copiar os dados de uma apresentacdo ja cadastrada? @

e Sim () Nao
Apresentacdo
REFIL DE POLIETILENO + PRODUTO SOMENTE CONTEM EMBALAGEM PRIMARIA v
Destinacdo do Produto * Periodo de Validade do Produto * Tipo do Periodo *
COMERCIAL v 30 DIAS v

Embalagem Primaria * @

REFIL DE POLIETILENO v

Embalagem Secundaria * ®

PRODUTO SOMENTE CONTEM EMBALAGEM PRIMARIA v

Apresentacao do Produto (Emb. primaria + Emb. secundaria)

REFIL DE POLIETILENO + PRODUTO SOMENTE CONTEM EMBALAGEM PRIMARIA - Copia - 20/09/2024 18:56:24
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The next section concerns the product's "Formula”. This section will only be enabled once the presentation field has
been filled in.

. . . . + Adicionar Substancia
The formula registration is done substance by substance. To do so, click the button.

A new screen will be available.

Substancia

Componente da Formula * ®

Quantidade (g/100g de produto acabado) *

Click on the magnifying glass and choose the substance by entering the “substance name” or the “inscription
(reference)”. In both cases, the search allows for exact or partial searches. Note that depending on the characteristics
of the product and the selected substance, warning messages may be displayed indicating that the selected substance
cannot be used, “The selected formula component is not permitted for personal hygiene products, perfumes and
cosmetics” or that the quantity entered is not compatible with the product being registered “The substance does not
allow the use of the informed purposes or does not allow the chosen concentration. Adjust the substance or its
concentration or choose another purpose. ”. If the desired substance is not registered, please contact the team of the
responsible organizational unit.
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Noma da Substinca rescrigde (Relerdnoe

After selecting the substance, enter the quantity of the substance in g/100g. If the user enters a value greater than 100, or if the sum
of the substances exceeds 100, an error message will be displayed stating that "The value of the substance exceeds the maximum

permitted concentration limit of 100."

After entering the quantity, please specify the function associated with that product. If the desired function is not registered, please

contact the team at the responsible organizational unit.

With each entry, the list of substances used in the product formula can be viewed on the form's main screen.

Using the button It is possible to change the data of an entered substance by using the button. X
It is possible to exclude an inserted substance.

Important! Post-registration applications do not include fields for "Manufacturers," "Substances," or "Presentations" in their form.

Finally, the user must complete the section related to "Microbiological Specification of Finished Product".
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* AQOGNS MATUNEANIYTD
If the product is not susceptible to microbiological contamination, the user should check the box:
Produto ndo suscetivel a contaminacdo microbiolégica, conforme justificativa técnica anexa ao processo

In this situation, it will not be possible to include information regarding the microorganisms tested.

In situations where there is a possibility of contamination, the user should click the button.

+ Adicionar Microrganismo

Clicking this button will enable the modal for inserting the
Information regarding each microorganism tested.

Especificacdo Microbiolégica de Produto Acabado i

Microrganismo Testado * @

v
i Microrganismo Ausente
Limite Maximo *
Unidade de Medida (Contagem de microrganismo) * ®
b

Perform the search using the microorganism's name or part of its name in the "Tested Microorganism" menu
and, depending on the result, check the box to indicate that the microorganism was absent.
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Microrganismo Ausente
or report the "Maximum Limit" found. If the desired microorganism
If you are not registered, please contact the team at the responsible organizational unit.

If the option indicating that the microorganism is absent is selected, the size of the sample tested and the
sample size/quantity must be provided.

Microrganismo Testado * @

MESOFILOS TOTAIS AEROBIOS x

v| Microrganismo Ausente

Limite Maximo *

Auséncia em (Tamanho da amostra) * @
150
Unidade de Medida (Tamanho da amostra) *

GRAMA x

If the microorganism has been identified, the value for the "Maximum Limit" and the "Unit" must be entered.
"Measurement" associated with the entered value.

Limite Maximo

Unidade de Medida (Contagem de microrganismo) * @

UNIDADE FORMADORA DE COLONIAS/GRAMA b 4

With each entry, the list of tested microorganisms will be updated and can be viewed on the main screen.
of the form.
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Using the button It is possible to change the data of a microorganism, and by using the button it is possiblg?o do so.

to eliminate a microorganism.
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Notification and registration of tinted cosmetics
Requests for "Cosmetics," "Perfumes," and "Hygiene Products" that can be differentiated by product shades

require a form modification to allow for the insertion of data from the "Product Technical Data" section,

grouped for each shade.

Nerhium item fol adkionado

; I
+ 2dwione Toneldese
|

+ Adicionar Tonalidade
To enter data for a "Shade," click the button to display the shade registration modal. to
Tonalidade
Nome da Tonalidade *
| 07100 |
Apresentacdes "
DESTINACAD DO PERIODO DE VALIDADE DO TIPO DO APRESENTACAO DO PRODUTO (EMB. PRIMARIA ACOES
PRODUTO PRODUTO PERIODO + EMB. SECUNDARIA)
Nenhum item foi adicionado.
+ Adicionar Apresentac¢do
Féormula* @
FUNCAO INSCRICAD (REFERENCIA) ACOES

COMPONENTE DA FORMULA QUANTIDADE (G/100G DE PRODUTO ACABADO)

Nenhum item foi adicionado.

+ Adiclonar Substancia
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In the "Key" field, enter the name of the key, and then enter the data relating to "Presentations" and "Formula"
as instructed in the previous item.

Tonalidade

Nome da Tonalidade *

Apresentacdes *

DESTINACAO DO PERIODO DE VALIDADE TIPO DO APRESENTACAO DO PRODUTO (EMB. PRIMARIA +

- 2 2 ACOES
PRODUTO DO PRODUTO PERIODO EMB. SECUNDARIA)
REFIL DE POLIETILENO + PRODUTO SOMENTE C
MERCIA 12

SRS, e ONTEM EMBALAGEM PRIMARIA

+ Adiclonar Apresentacdo

Férmula * @
QUANTIDADE (G/100G DE i INSCRICAO
TEDAF

COMPONENTE DA FORMULA PRODUTO ACABADO) G o (REFERENCIA) ACOES
HYDROGENATED CASTOR OIL/ADIPIC ACI 100 Abrasiva ) %
D COPOLYMER e )

+ Adicionar Substancia

-
After completing the form, click the button. The inserted shades will be displayed in

table format.

NORIE T TOMMIDADE ML A AODE

+ Adeionar Tonsldase ‘

The action button s

tone.

allow editing of the tone while the button " allows the exclusion of
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Change to Cosmetics Notification

To initiate a request to change a cosmetics notification, you must access the drafts tab and click the "New"
button, selecting the option "Petition Linked to an Existing Process".

When selecting the notification to be modified, its data will be loaded onto the screen in a form identical to
that used in the initial notification so that it can be edited. It should be noted that the information in the
"Product Classification” section and the "Product Name (including Brand or Line name)" field cannot be
modified.

Presentation management can be done through the "Product Technical Data" section.

+ Adicionar Apresentacdo
New submissions can be added by clicking the button using the same

registration logic as the initial request.

The presentation allow editing of the presentation while the button allows the exclusion of
action button.

New presentations can also be added using the function to copy data from an already registered presentation.
This feature is enabled once at least one presentation has been registered.

L

Sim (e Nao

By selecting “yes”, the system enables a field to select which presentation will be used as the default for the
copy.

When the presentation is selected, the system copies the data to the form.
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Apresentacdo

Selecione

Apresentacéo 1

It is important to note that deleting a previously registered presentation will result in its cancellation. If one of these presentations is
deleted, it will not be possible to undo the deletion request, and if there has been a mistake, it is recommended to delete the draft and

complete a new form.

The information provided in the form will be updated in the ANVISA database after the petition is submitted and the protocol is confirmed.

EXPRESSION OF INTEREST IN CONTINUING THE COMMERCIALIZATION OF THE NOTIFICATION
Once every five years, companies must express their interest in maintaining the notified products. The frequency is determined from

the date of the product notification.

To initiate a request for a declaration of interest in continuing the marketing of a product exempt from registration, it is necessary to

access the drafts tab and click the "New" button, selecting the option "Petition Linked to an Existing Process".

When selecting the notification process, the subject must be selected to inform the manifestation of the

interest.

The expression of interest can occur at any time during the period defined by law.

If the expression of interest protocol was submitted within the regulatory deadline, the expiration date for product registration will be

automatically updated, and this information can be verified in the ANVISA external search under cosmetics.

Cosmetic products exempt from registration that have not received an expression of interest within the regulatory deadline will not have
their registration expiration date updated and will be automatically deactivated after its expiration. After the deactivation of a cosmetic

product exempt from registration due to lack of expression of interest, reactivation will not be possible.

COSMETICS NOTIFICATION MIGRATION
To initiate a request to migrate a cosmetics notification made in the SGAS system, you need to access the drafts tab and click the "New"

button, selecting the "Initial Petition" option.

When selecting the subject "Migration of Product Exempt from Registration," a form identical to that described in the Cosmetics

Notification and Registration section will be displayed.

The section "Product data to be migrated" has been added to this basic structure.
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When entering a process number, the system will validate whether:

« The user represents the company that requested the process in SGAS; «
The product is valid;  This
process has not yet been migrated to the Solicita system.

If these criteria are met, the system will display a message stating that the "Process number was found".

Upon successful validation, the system will pre-populate the information in the "Data" section.
General information is not possible; this information cannot be changed.
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TOBACCO PRODUCT FORMS

REGISTRATION OF TOBACCO -DERIVED PRODUCT

This feature is only available for processes and petitions of the type "Tobacco Derivatives".

To begin the process of registering a tobacco product, you must access the drafts tab and click the "New" button, selecting the “Initial

Petition" option.
Rascunho

m  Exportar Excel

Pelicao vinculada a um processo ja exisiente

In the form provided, click on the "magnifying glass" icon in the "Subject” field to bring up the subject selection screen.

The subject can be searched by selecting "Tobacco Derivatives" in the "Activity/Product Type" field, or by selecting the corresponding
service, or by entering the name or number of the desired subject.
Click the button  IElestedl and select the subject.

The following form will provide the information that must be completed in order to characterize the product being requested and all

presentations (describing the primary and secondary presentations) that will be marketed.

General Information (Product Characteristics)

The "General Data" section contains fields intended to characterize the requested product.
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Product Name: This field can hold up to 100 characters and accepts accented characters, but only the following special

characters can be used: ";" ":" "." "-" "¢g" "&" "o (" )"

Product: This field displays the categories regulated by specific legislation. The rest of the form will have fields that are

dynamic depending on the selected "Product".

Warning: If the product type is changed, all previously entered information will be deleted, and the user will need to fill in the

data again.

Length and Circumference: For cigar, cigarillo, filtered cigarette, kretek cigarette, and unfiltered cigarette products,
the fields "Length" and "Circumference" are displayed. The user must fill in the values in millimeters, and can enter a value

with up to five digits and two decimal places.

Filter and Wrapper: In the case of products with a filter (filtered cigarettes and kretek cigarettes), the section is enabled.

"Specifications and Physical Characteristics of the Filter and Enclosure™:

The "Filter Type" field is a drop-down menu. If it becomes necessary to add new options to the field, the user must submit a

primary petition for the Inclusion of Controlled Tobacco Vocabulary.
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In the "Filter Physical Characteristics" field, you must enter the values for "Total Ventilation" (0 - 100%), "Pressure Drop with Vent Holes
Open (mm H20)", "Pressure Drop with Vent Holes Closed (mm H20 )", as well as fill in the data regarding the characteristics of the filter

wrapping paper, the tip paper, and the product wrapping paper.

If the wrapping paper is not permeable, enter the value 0.00.

+inchar
Tobacco Blend: This section indicates the types of tobacco used in the product. Click the button. -

A data field will be enabled to select the type of tobacco and enter the quantity in grams, allowing the value to be entered with up to two

digits and two decimal places:

The "Tobacco Type" field is a drop-down menu. If it becomes necessary to add new options to the field, the user must submit a primary

petition for the Inclusion of Controlled Tobacco Vocabulary.

To include more than one type of tobacco, click the button again. m For each line included, the field

The “Total Amount of Tobacco per Product (g/unit)” will be updated to display the total amount of tobacco entered in the form:

. . . ) x
If you need to delete a row of data, click the icon to allow deletion and confirm.
delete by clicking the button = which will be displayed in the window.
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In the case of the cigar product , the user must indicate the quantity, in grams, present in the wrapper, binder, and filler, and may

enter the value with up to two digits and two decimal places.

The procedure for adding and removing new data rows is the same as described previously.

List of Additives Used: This section is intended to inform you of the additives present in the product:

If no additives are used, select the checkbox: “It is declared that no additives are used from the processing of the tobacco(s) to obtaining

the finished product”. This action will disable the field for entering additive information.

If the product contains additives, click the button. to display a line of data for each additive.

The "Additive" field allows you to search by additive name or its CAS code.

The fields “Additives/CAS”, “Category”, “Added to”, and “Unit” are drop-down menus. If it is necessary to include new options for the

field, the user must submit a primary petition for the Inclusion of Controlled Tobacco Vocabulary.
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If you need to add more additives, click the button. m

If you need to delete a row of data, click the icon to allow deletion and confirm.

delete by clicking the button = which will be displayed in the window:

Presentation Registration(s)

Next, the "Presentation Registration(s)" section will be available, intended for registering Presentations that have primary

packaging(s) and, where applicable, secondary packaging(s).

# Adninna Aprmeserach

For each package that will be used in the marketing of the product, the user must click the button.

The screen will display the information for registering each product presentation, separately showing the data for

each primary packaging and then, if applicable, the data for each secondary packaging.

Presentation Description: This field is not editable, and the description is automatically generated by the system based on the

information entered in the fields that make up this section.

To register primary packaging: The fields “Primary Packaging”, “Quantity” and “Unit” are intended to characterize the packaging(s)

that contain the product.

The "Primary Packaging" field is a drop-down menu. If it becomes necessary to add new options to the field, the user must submit a

primary petition for the Inclusion of Controlled Tobacco Vocabulary.

The "Quantity" field refers to the quantity of product in the primary packaging, in product units or in grams (in this case, you can enter

a value with up to six digits and two decimal places). In the case of
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For filtered cigarettes and kretek cigarettes, the system automatically fills in the quantity and unit fields.

The "Secondary Packaging" field, which is the product's outer packaging and contains more than one primary
package, should have the "Presentation with primary packaging only" option selected when registering
Presentations that have only primary packaging(s).

The "Additional Information” field should be used if there is more than one layout for the same type of packaging.
This field can contain information that will allow consumers to differentiate between packages, such as shape,
packaging material, opening system, or other information, which will be included in the description to be published
in the Official Gazette.

Below is an example of how fields are used to structure the description of a primary presentation:

To register secondary packaging: The fields “Primary Packaging”, “Quantity” and “Unit” must be filled with the
data of the primary packaging that will be contained within the secondary packaging.

The fields “Secondary Packaging” and “Quantity” are intended to describe the secondary packaging, used to
contain more than one primary package.

The "Quantity" field on the secondary packaging refers to the number of primary packages contained within the
secondary packaging.

The "Secondary Packaging" field is a drop-down menu. If it becomes necessary to include new options for the

field, the user must submit a primary petition for the Inclusion of Controlled Vocabulary.
Tobacco.
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Below are two examples of how fields are used to structure the description of a presentation:

The "Companies" field should be used to list all companies involved in the manufacturing of the product,
from tobacco processing to the finished product and final packaging.

The section for including company data consists of two windows.

To enter the data for a national company, click the button. i =

The system displays a window to select the steps involved in manufacturing and to indicate the national
company responsible for each step:
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The "Manufacturing Steps” field is a drop-down menu that displays the possible steps that can be performed, allowing
the user to select one or more steps. If it becomes necessary to add new options to the field, the user must submit a
primary petition for the Inclusion of Controlled Tobacco Vocabulary.

To select the company responsible for the stage(s) involved in manufacturing, click the button; a new windown- One
will open to enter the CNPJ of the national company.

A Mergiol Twemse cFormar 0 mumen 00 CNT) pat e el 8 pesume

Enter the CNPJ and click the button. n to search for the company's data. Once the desired company is found.

Once the information has been displayeg, click the button to select it. After it's selected, the system will close this window
and load the company data into the previous window.
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Click on the button so that the company data entered is displayed for the Presentation
(packaging) that is being registered.

The system validates whether the company has a CNAE (National Classification of Economic Activities) code that qualifies it.

to carry out the stated activity.

If an application is submitted that includes companies that do not have the appropriate CNAE codes, the application may be rejected

after review.

The action button allows you to edit the company, while the button allows you to delete it.

The process for filling out the international company information is the same, with the difference being that the "Company" field is filled

in manually by the user, who then selects the "Country" and "City," which are dropdown fields.

If the country or city is not available, the user must submit a primary petition for the inclusion of controlled tobacco vocabulary.

Parameters and Compounds Present in Primary Stream, Secondary Stream, and Total Tobacco

This section is intended to provide information from the product analysis report regarding "Parameters and Compounds Present in
the Primary Stream," "Parameters and Compounds Present in the Secondary Stream," and "Parameters and Compounds Present in

Total Tobacco," according to the type of product being requested.

By clicking the button A window will appear for filling in the "Content" fields.

"Average" and "Standard Deviation" of each mandatory information component, with the results of the report:
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The user must fill in the values, paying attention to the unit of each field, and can enter values with up to eight
digits and four decimal places.

If the substance being evaluated is below the Detection Limit or the Quantification Limit of the method, the
Average Content field should be filled with the information “<LOD/LOQ” and the Standard Deviation field with
the information “N/A”. In this case, it is possible to leave the fields blank and select the checkbox “ Automatically
fill in the fields with results below the detection/quantification limit with the information <LOD/LOQ.”

Once all the values have been filled in, click the button. m

Documentation

In this section, all requested documents for the chosen subject must be attached . The system indicates the
mandatory documents without which the product petition will not be processed.

File attachments of the following types are allowed: jpg, jpeg, bmp, png, pdf, doc, docx, xls, and xIsx. Limited
to 50MB. The file name, including the file type, must be limited to 149 characters.

Attention: The files for each packaging (Presentation) declared in the Presentation Registration section
must be attached .
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Once all the data has been entered and all the files have been attached and viewed, you can complete and submit the

petition by clicking the button. m

Since registration/renewal of registration petitions are subject to an inspection fee, they will remain in the "Awaiting Protocol”

status on the homepage until the system identifies the...
collection of the fee.

More details can be found in the topic “4. CREATING A DRAFT OF A PRIMARY PETITION" of this document.
manual.

Renewal of the registration of a tobacco- derived product .

To initiate a registration renewal request, one of the following paths can be followed:
Option 1 — Start with the “Processes” tab:

Access the “Processes” tab. The system will display the company's list of processes. The desired process can be filtered by

entering its number and clicking on the magnifying glass at the top of the screen.

Click the “Actions” button to view process details. The system will open a screen with the process data.
To start a Registration Renewal petition, click on the Registration process line on the left side of the screen and then click the

“New Petition” button:

The system will open the form to initiate the new petition linked to the Registration process, and select the Subject of the
petition.
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Option 2 — Start from the “ Drafts” tab:

In the "Drafts" tab, click the "New" button and select the option "Petition linked to an existing process":

m ————

In the form provided, click on the "magnifying glass" in the "Original Petition" field to display the screen for selecting the Registration

process to be renewed.

After selecting the process, click on the "magnifying glass" in the "Subject" field to display the screen for selecting the Subject of the

Renewal petition.

Next, the fields in the Product Characteristics section will be made available with the information declared in the previous

Registration or Renewal application and approved in the technical analysis.

The fields “Product Name” and “Product” are not editable, as they cannot be changed.

The "Filter Type" field , in the case of products with filters, is not editable, as stipulated in the regulations for the registration of tobacco-

derived products.

The remaining fields in the Product Features section are editable.

The section "Parameters and Compounds Present in Primary Stream, Secondary Stream, and Total Tobacco" will display empty

fields available for the insertion of new laboratory report results.

The Presentation Registration section will display the Presentations that have been previously registered and
Approved in the analysis. And they will be available for deletion and editing of companies and manufacturing stages. And it will be

possible to include new Presentations in the petition.

NOTIFICATION OF TOBACCO DERIVED PRODUCT

This feature is only available for processes and petitions of the type "Tobacco Derivatives".

To initiate a request for a Tobacco Derivative Product Notification, you must access the drafts tab and click the "New" button,

selecting the "Initial Petition" option.
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Rascunho

m & Bxportar By

Peticdo vinculada a um processo ja existente

In the form provided, click on the "magnifying glass" icon in the "Subject" field to bring up the subject selection screen.

The subject can be searched by selecting "Tobacco Derivatives" in the "Activity/Product Type" field, or by selecting the corresponding
service, or by entering the name or number of the desired subject.
Click the button and select the subject.

The following form will provide the information that must be completed in order to characterize the product being requested and all

presentations that have primary packaging(s) and, where applicable, secondary packaging(s).

General Data (Product Characteristics Exclusive for Export)

The "General Data" section contains fields intended to characterize the requested product.

aso o Produto seja alterado, tados o3 dados do formuldrio serSo excluidos e deverdo ser preenchidos novamente

Product Name: The "Product Name" field can hold up to 100 characters and accepts accents, but only the following special

characters can be used: ";" ;" " n g g e ey
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Product: The "Product" field displays the categories regulated by specific legislation. The rest of the form will
have fields that are dynamic depending on the selected "Product".

Warning: If the product type is changed, all previously entered information will be deleted, and the user will
need to fill in the data again.

For the products CIGAR, CIGARILLO, FILTERED CIGARETTE, KRETEK CIGARETTE, and UNFILTERED
CIGARETTE, the fields “Length” and “Circumference” are displayed. The user must fill in the values, in
millimeters, and can enter a value with up to five digits and two decimal places:

Registration of Product Presentation(s) Exclusive for Export

Next, the "Presentation Registration(s)" section will be available, intended for registering Presentations that
have primary packaging(s) and, where applicable, secondary packaging(s).

For each package that will be used in exporting the product, the user must click the button.

s | The screen will display the information for registering each product presentation, separately
showing the data for each primary packaging and then, if applicable, the data for each secondary packaging.

Presentation Description: This field is not editable, and the description is automatically generated by the
system based on the information entered in the fields that make up this section.

To register primary packaging: The fields “Primary Packaging”, “Quantity” and “Unit” are intended to
characterize the packaging(s) that contain the product.

The "Primary Packaging" field is a drop-down menu. If it becomes necessary to add new options to the field,
the user must submit a primary petition for the Inclusion of Controlled Tobacco Vocabulary.
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The "Quantity" field refers to the amount of product in the primary packaging, in product units or in grams (in this
case, you can enter a value with up to six digits and two decimal places). In the case of filtered cigarettes and
kretek cigarettes, the system automatically fills in the quantity and unit fields.

The "Secondary Packaging" field, which is the product's outer packaging and contains more than one primary
package, should have the "Presentation with primary packaging only" option selected when registering
Presentations that have only primary packaging(s).

The "Additional Information" field should be used if there is more than one layout for the same type of packaging.
This field can contain information that will allow consumers to differentiate between packages, such as shape,
packaging material, opening system, or other information, which will be included in the description to be published
in the Official Gazette.

Below is an example of how fields are used to structure the description of a primary presentation:

To register secondary packaging: The fields “Primary Packaging”, “Quantity” and “Unit” must be filled with the
data of the primary packaging that will be contained within the secondary packaging.

The fields “Secondary Packaging” and “Quantity” are intended to describe the secondary packaging, used to
contain more than one primary package.

The "Quantity” field on the secondary packaging refers to the number of primary packages contained within the
secondary packaging.
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The "Secondary Packaging" field is a drop-down menu. If it becomes necessary to add new options to the field, the user must submit a

primary petition for the Inclusion of Controlled Tobacco Vocabulary.

Below are two examples of how fields are used to structure the description of a presentation:

The "Companies" field should be used to list all companies involved in the manufacturing of the product, from tobacco processing

to the finished product and final packaging.

Cadastro de Apresentagdo(des)

* Agicora Frngrteus Neoona

The section for including company data consists of two windows.

To enter the data for a national company, click the button.
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The system displays a window to select the steps involved in manufacturing and to indicate the national company
responsible for each step:

The "Manufacturing Steps" field is a drop-down menu that displays the possible steps that can be performed,
allowing the user to select one or more steps. If it becomes necessary to add new options to the field, the user must
submit a primary petition for the Inclusion of Controlled Tobacco Vocabulary.

To select the company responsible for the stage(s) involved in manufacturing, click the button; a new n One
window will open to enter the CNPJ of the national company.

Enter the CNPJ (Brazilian company M) and click the button to search for the company's data. Once the desired

company is displayed, click the button To select it. Once selected, the system will close this window, loading the
company's data into the previous window.
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Click on the button so that the company data entered is displayed for the Presentation
(packaging) that is being registered.

The system validates whether the company has a CNAE (National Classification of Economic Activities) code that qualifies it.
to carry out the stated activity.

If an application is submitted that includes companies that do not have the appropriate CNAE codes, the application may be rejected

after review.

The action button allows you to edit the company, while the button allows you to delete it.

Documentation

In this section, all requested documents for the chosen subject must be attached . The system indicates the mandatory documents

without which the product petition will not be processed.

File attachments of the following types are allowed: jpg, jpeg, bmp, png, pdf, doc, docx, xIs, and xIsx. Limited to 50MB. The file

name, including the file type, must be limited to 149 characters.

Attention: The files for each packaging (Presentation) declared in the Presentation Registration section must be attached .
More details can be found in the section “4. CREATING A DRAFT OF A PRIMARY PETITION" in this manual.

Once all the data has been entered and all the files have been attached and viewed, you can complete and submit the petition by

clicking the button.

Since registration/renewal of registration petitions are subject to an inspection fee, they will remain in the "Awaiting Protocol" status

on the homepage until the system identifies the...
collection of the fee.

Renewal of Notification for Tobacco -Derived Product

To initiate a request for Renewal of Notification of Tobacco-Derived Product, one of the following paths can be followed:
Option 1 — Start with the “Processes” tab:

Access the “Processes” tab. The system will display the company's list of processes. The desired process can be filtered by entering

its number and clicking on the magnifying glass at the top of the screen.
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[#]

Click the “Actions” button to view process details. The system will open a screen with the process data.
To initiate a Notification Renewal petition, click on the Notification process line on the left side of the screen and then click the “New

Petition” button:

The system will open the form to initiate the new petition linked to the Notification process, and selection of the petition's Subject.

The form will include fields containing the information declared in the previous Notification/Renewal of Exclusive Export

Product petition, relating to Product Characteristics and Presentations.

Option 2 — Start from the “Drafts” tab:

In the "Drafts" tab, click the "New" button and select the option "Petition linked to an existing process":

m S

In the form provided, click on the "magnifying glass" in the "Original Petition" field to display the screen for selecting the desired case.
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Next, click on the "magnifying glass" in the "Subject" field to bring up the screen for selecting the petition's subject.

After selecting the Subject, the form will display fields containing the information declared in the previous petition, Notification/Renewal

of Exclusive Export Product, relating to Product Characteristics and Presentations.

The fields “Product Name” and “Product” are not editable, as they cannot be changed.

For cigars, cigarillos, filtered cigarettes, kretek cigarettes, and unfiltered cigarettes, the "Length" and "Circumference" fields

are displayed with information from the last Notification/Renewal of Notification petition. These fields are editable.

The Presentation Registration section will display the Presentations that have been previously registered in the Notification and
Notification Renewal petitions. These will be available for deletion and for editing companies and manufacturing stages. It will also

be possible to add new Presentations to the petition.

REGISTRATION OF PROCESSED TOBACCO

This feature is only available for processes and petitions of the type "Tobacco Derivatives".

To begin the process of requesting an Annual Registration of Processed Tobacco, you must access the drafts tab and click the

"New" button, selecting the "Initial Petition" option .

Rascunho

In the form provided, click on the "magnifying glass" icon in the "Subject" field to bring up the subject selection screen.

The subject can be searched by selecting "Tobacco Derivatives" in the "Activity/Product Type" field, or by selecting the corresponding
service, or by entering the name or number of the desired subject.

Click the button  IEleatedl and select the subject.
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After selecting the desired subject, the fields in the "General Petition Data" section will be automatically completed, and up to 3 blocks

will appear: "Form Templates," "Legal Basis," and "Documentation."

Click on the "Processed Tobacco" form template , fill in the information regarding the origin of the types of tobacco processed in the
previous year, and save the document.

It will be mandatory to attach this document to the respective checklist item in the "Documentation” section.
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Public Health Laboratory Forms

Authorization and Accreditation of Public Health Laboratories - REBLAS
To submit an initial application for authorization or accreditation, start a new petition and select the subject
corresponding to the desired request.

Initial Qualification and Initial Accreditation

For these types of matters, a field will be displayed regarding the health license or operating permit issued by
a Health Surveillance agency. This document is mandatory, and is only exempt from presentation for
laboratories that are part of the Public Administration or established by it.

Next, the information block relating to the requested scope will be presented, where the areas of expertise
and products should be filled in as desired.

In the next section, information regarding proficiency testing will be required. Completing this information is
mandatory only for applications involving laboratory accreditation.

Ensaio de Proficiéncia

Area de Atuacdo ° Data da finalizacdo

Provedor do Ensaio *

Cance;ar
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The following section contains fields related to accreditations. This field is optional.

Finally, the evaluation information block must be completed. In this block, the fields are dynamic according to
the selected answers. For example, when selecting the option “no” for the question “Does the laboratory meet
all the evaluation criteria of the Good Laboratory Practices Compliance Assessment Roadmap (Appendix to
Annex 1)?”, a set of information will be presented to indicate which categories had an evaluation criterion that
was not met or is not applicable. When a category is selected, the criteria will be displayed afterwards.

After completing this step, the user must follow the rest of the process, as detailed in previous sections of this
manual, until the protocol is completed and the protocol receipt is received.

Initial Accreditation

The application form for designation as an official accrediting laboratory does not have open fields for
completion; only the requested attachments need to be included. The user must follow the rest of the process,
as detailed in previous sections of this manual, until the protocol is completed and proof of protocol is received.
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The request for designation as an official accrediting laboratory applies only to laboratories of
Ministry of Health or equivalent body of the Union, States, Municipalities and the Federal District legally
established and responsible for carrying out fiscal, control and guidance analyses, among others, on food,
medicines, pharmaceutical inputs, personal hygiene products, cosmetics, perfumes, health products, sanitizers
and other products subject to sanitary surveillance;

Renewal of Qualification, Accreditation and Scope Change

To submit a request for renewal or change of scope of qualification in Reblas or accreditation of an analytical
laboratory, start a petition linked to an existing process, locate the desired initial process, and then select the
petition subject of interest.

Next, the system will automatically load the existing information for the Sanitary License, Requested Scope,
Proficiency Testing, and Accreditations blocks, if applicable. The company can then make any necessary
changes to the information presented.

For the evaluation information section, the company must complete the form again, as previously instructed.

Cancellation of Accreditation

The accreditation cancellation form does not have open fields for completion; only the requested attachments
need to be included. The user must follow the rest of the process, as detailed in previous sections of this
manual, until the protocol is completed and proof of protocol is received.
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MEDICINE AND BIOLOGICAL PRODUCT FORMS

Prioritization and Rare Disease
This feature is only available for processes and petitions of the type "Medicine".

When starting drafts of matters that are eligible for prioritization, according to RDC 1001/2025 and its updates, or rare

diseases, as defined by RDC 205/2017 and its updates, The user will be asked to fill in the "Prioritization Information” field:

Informacdes de Priorizacao

o
3
(4]

Ordinaria Prioritaria oencas Raras

Important! The options displayed here will depend on the specific subject matter of each petition. For example, if a subject

allows priority selection but does not allow the option for rare diseases, that option will be displayed.

The last one will not be shown.

The “Ordinary” option indicates that the petition in question will not be subject to prioritization or rare disease review, and will
follow the same path as a regular petition, being displayed in the corresponding queue and analyzed according to the area's

standard workflow.

The “Priority” option indicates that the company is requesting classification in accordance with the provisions of RDC
1001/2025 and its updates. Selecting this option will display the selectable sections according to the category of the selected

subject (registration, post-registration, clinical research):

The option “Rare Diseases” indicates that the company is requesting classification in accordance with the provisions of RDC

205/2017 and its updates. In this option, there are no specific sections to be selected.
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In both cases, the company must indicate in the displayed checkbox that, if the requested classification is not confirmed
during the technical analysis, the petition will be rejected in accordance with applicable laws. Furthermore, the company

must attach supporting documentation proving the selection made using the [method/tool - context needed].

icon in the "Files" line of this section, and also check the checkbox declaring that the information

They are legitimate and have been verified by the company before shipping:

visualizei a documentacdo anexada e que todas as informacdes sdo legitimas. *
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NOTIFICATION OF MEDICINES — MEDICINAL GASES
Functionality available only for processes of the "Medicine" type and for the regulatory category.
"Medical Gases".

To initiate a request for notification of medical gases, you must access the drafts tab and click the "New" button,
selecting the "Initial Petition" option:

Rascunho

In the form provided, click on the "magnifying glass" in the subject field, and on the next screen enter the name
or code of the desired subject.

selecione 0 assunto

Codigo Atividade/Tipo de Produto Descrigio

12293 Medicamento Gis Medicnal - Notificacdo de medicamanto +*

By selecting the appropriate subject, the drug naotification form will be displayed to the user, where the information
must be filled in to characterize the product.

IMPORTANT! The applicant for the notification must have active Good Manufacturing Practices (GMP) or
Good Distribution and Storage Practices (GDSP) certification for medicines in order for the notification to be
activated. Otherwise, an alert message will be displayed:
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Dados gerais da peticao

Dados Gerais

Nome do Medicamento *

The first block of information relates to general product data, with all fields being mandatory.

The drug name is a free text field. The "category" field will only allow the selection of the Medical Gases
option. After this selection, the "Description” field will display the options for medical gases or cryogenic liquids
subject to regulation through notification; to include a new description, the user must request it from the
responsible area via a specific petition in the Solicita system and await a response from Anvisa regarding this
request. The "Pharmaceutical Form" field will allow the selection of options related to the selected description.
The "Production Line" field is read-only and will be automatically filled in according to the previous selections.

Next, the "Presentation Registration(s)" section must be completed:
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Cadastro de Apresentacado(des) * (@

DESCRICAO DA APRESENTACAO ACOES

+ Adicionar apresentag¢do

+ Adiclonar apresentacdo
By clicking the button . A modal window will open for inserting presentations.

about the product:

Apresentacoes

Descricdo da Apresentacdo * @

1}
Embalagem Primaria * @
€
v
Embalagem Secundaria * @
PRODUTO SOMENTE CONTEM EMBALAGEM PRIMARIA b4
Prazo de Validade *
5l
Unidade de Tempo *
B
| Selecione v
Volume/Quantidade *
17}
Unidade de Medida *
v

The "Presentation Description" field is free-text, but must follow the Controlled Vocabulary of Pharmaceutical Forms, Routes of

Administration and Packaging of Medicines.

The Primary Packaging and Secondary Packaging fields will display the available options for the user to select. By default, the second
field will automatically load the option "PRODUCT ONLY CONTAINS PRIMARY PACKAGING," but this can be changed by the user

as needed.
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If the desired option is not displayed, the user should contact the responsible department. The Expiry Date

field should be filled with numbers only, and the Time Unit selected in the following field. The Volume/Quantity
field should also be filled with numbers only, and the Unit of Measurement selected in the following field.

Formula @

The information in the Formula block will be pre-loaded according to the description of the selected product
and, therefore, cannot be changed.

In the next section, the user will enter information about national and international manufacturers. It is
mandatory to register at least one manufacturer, whether national or international.

IMPORTANT! The manufacturer must have active Good Manufacturing Practices (GMP) or Good Distribution
and Storage Practices (GDSP) certification for the medical gas line for the notification to be activated;
otherwise, an alert message will be displayed.

m

I
1
- |
=ty
g
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Fabricantes

CNP) FABRICANTE ETAPA DE FABRICACAO ACOES

Nenhum item fol adicionado.

+ Adiclonar Fabricante Naclonal

CODIGO UNICO FABRICANTE ETAPA DE FABRICACAO ACOES

Nenhum item fol adicionado.

+ Adicionar Fabricante Internacional

+ Adiclonar Fabricante Nacional
By pressing the button . A modal will load for selecting the national manufacturer

to be added. The user must add one manufacturer at a time and, in the case of multiple manufacturers, press the same button to add

the others sequentially.
Fabricante Nacional

CNPJ

Etapas Fabricacdo *
Selecione...

Fabricante *

UF

Municipio de Fabricacao

Logradouro
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In the modal, the user must select which manufacturing step is the responsibility of the manufacturer to be...

inserted. By clicking the button “

+ Adicionar Fabricante Internacional
By pressing the button . A modal window will load for selecting the international

You can search for the manufacturer using their CNPJ (Brazilian tax ID) or company name.

manufacturer to be added. The user must add one manufacturer at a time and, in the case of multiple manufacturers, use the same button

to add the others sequentially.

Fabricante Internacional

Codigo Unico

Municipio de Fabricacdo

In the modal, the user must select which manufacturing step is the responsibility of the manufacturer to be...

inserted. By clicking the button “

international company is not registered, please contact the team at the responsible organizational unit.

You can search for the manufacturer by unique code, name, or country. If the desired

After adding the manufacturer(s), their data will be available on the presentation screen, being

It is possible to add one or more manufacturers. Using the button It is possible to change the company data.

The inserted manufacturer can be deleted using the button.
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After the first presentation is added, if the user wishes to add more presentations, subsequent presentations will display an option to

copy from an already registered one, in order to optimize the user's data entry process.

Vocé deseja copiar os dados de uma apresentacdo ja cadastrada? @

Sim (e Nao

Apresentacao

Selecione v

Selecione

Apresentacdo 1
Apresentacdo 2
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CLINICAL RESEARCH FORMS

Clinical Drug Research Forms
Drug Clinical Development Dossier (DDCM) Form
This feature is only available for processes of the "Medicines" type.

To initiate a request related to a Clinical Drug Development Dossier
(DDCM), it is necessary to access the “Drafts” tab and click the “New” button, selecting the “Petition” option.
"Initial".

Rascunho

& Exportar Excel

Peticdo vinculada a um processo ja existente

In the form provided, click on the "magnifying glass" in the subject field, and on the next screen enter the name

or number of the desired subject.

Selecione 0 assunto

Atividade/Tipo de produto

Medicamento
Servico
v
Caodigo Descricao
DDCM
Atividade/Tipo de
Cédigo Produto Descrigdo

ENSAIOS CLINICOS - Anuéncia em processo do Dossié de Desenvolvimento Clinico de M EY
edicamento (DDCM) - Radiofarmacos

10748 Medicamento

The following form will provide information that must be completed in order to characterize the clinical research.
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The "General Data" section has the following fields to be filled in.

LA

Dados das Empresas Envolvida

NES>a SLIIL pa

mpresa Solicitante se enquadra como

Patrocinador ORPC

In this section, the company must indicate whether it is the sponsor of the DDCM itself, or whether it is a
Clinical Research Organization (CRO) representing the sponsor. For pharmaceuticals, the applicant should
only indicate CRO in cases where the sponsor does not have a headquarters or branch in Brazil. In this case,
a field will open to provide the corporate name of the foreign sponsor:

P
()
-

zao Social do Patrocinador Estrangeiro

'w )
U
L

Next, the "Experimental Product Data" section is intended to describe the experimental drug.

Tipo de Medicamento * @

The "drug type" field presents a drop-down menu with options for selection. The company must select the
appropriate investigational drug type.

asse Terapéutica (Categoria do Produto) * @

The "therapeutic class (product category)" field is intended to classify the product according to the Anatomical
Therapeutic Chemical (ATC) categories available in the dropdown list. Note that there are options available
when the product is innovative and does not yet have an appropriate category registered, such as "other" and
"all other therapeutic products". To add new categories to the dropdown list, please contact the responsible

area.

E um produto sob investigacao complexo?

Sim Nao
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Next, the question is presented as to whether the product under investigation is "complex" in terms of current
legislation. By selecting "yes," other options will be displayed for selection, and it is mandatory to select at least
one category in this case:

Next, the fields related to product registration in Brazil and abroad are presented:

O produto possul registro no Brasil?
Sim Nao

O Produto possui registro no Exterior?
Sim N2o

By selecting “yes” for the first question, a field will open to enter the 9-digit product registration number, and the
system will automatically load the trade name and list of active ingredients as registered.

If the "no" option is selected, the system will display open text fields to enter the product code (assigned by the
manufacturer/sponsor) and the active ingredients:
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Important! The active ingredient field does not accept special characters, so the company must use the full
text and normal characters to describe the ingredients. For example, 99mTc should be described as
technetium-99m; and y-tocopherol should be described as alpha-tocopherol. For combinations, the active
ingredients should be separated by a semicolon (;).

Next, the company must indicate whether the product is registered abroad. Selecting "yes" will display a table
where the company must provide the trade name and the countries where the product is registered under that
name.

+ Adicionar
Adding to the table can be done using the button, \AJhieh—wHi—Iead the modal below. In it, the business name is
entered in the text field, and the dropdown menu allows multiple selection of applicable countries.
This procedure must be repeated for each distinct trade name the product may have abroad.

Produto(s) Registrado(s) no Exterior

-

Nome Comercial * Paises onde o produto esta registrado *

»

NAO INFORMADO (CARGA SISPAFRA)
= ACORES v Ir
AFEGANISTAO
AFRICA DO SUL, REPUBLICA DA
ALAND, ILHAS v
ALBANIA
ALEMANHA
ANDORRA v

ANGOLA
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Produtos Registrados no Exterior

NOME COMERCIAL PAISES ONDE O PRODUTO ESTA REGISTRADO AQOES

TESTE 01 ACORES, ALAND, ILHAS, ANDORRA ’ x

+ Adicionar

o

The action button 4 allows editing, while the button ™ allows the deletion of that line.

The "Manufacturers" section allows the inclusion of national or international manufacturers, with at least one
manufacturer being registered. The section is composed of two modes: one for entering data for national
manufacturers and another for entering data for international manufacturers.

Fabricantes
A peticao deve possuir pelo menos uma empresa Fabricante Nacional ou Internacional.

CNPJ FABRICANTE ACOES

Nenhum item foi adicionado.

+ Adicionar Fabricante Nacional

FABRICANTE PAIS CIDADE ACOES

Nenhum item foi adicionado.

+ Adiclonar Fabricante Internacional

To enter data for a national manufacturer, click the button.

+ Adiclonar Fabricante Naclonal

to display the selection option for the responsible company.
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To select the company, click the button. A new mode of transport will be opened.

Selecione a empresa nacional

A Atengdol! Deve-se informar, pelo menos um filtro para executar a Pesquisa

CNP)

I J

Fabricante

The search can be done using the company's CNPJ (Brazilian corporate tax ID) or its legal name.

MNU - User Manual
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CNPJ
Fabricante
empresa de teste

CNP) Fabricante UF  Municipio Logradouro

11222333000 EMPRESA DE TESTE DF BRASILIA AVENIDA DE TESTE S
181
99888777000 EMPRESA DE TESTE DF BRASILIA RUA DE TESTE SEM FIM S
100

. . . 2> .
Once the desired company has been displayed, click the button. to select it.

The company data will be filled in the previous form.

Important! The data entered here is retrieved from the Federal Revenue Service database. To include a national
manufacturer, the CNPJ (Brazilian taxpayer ID) must be active with the Revenue Service, otherwise an error message
will be displayed, preventing the insertion of the selected company.

O CNPJ informado na

D
n
-
(a1
(a7}

Click the button so that it appears in the list of manufacturers.

The action button allows editing, while the button ~ Allows the line to be deleted.

For international manufacturers, the shipping method will be charged as follows:
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Fabricante Internacional

Fabricante *

Campo obrigatorio

Pais *

Selecione v
Cidade *

Selecione G

In this case, the company manually fills in the international manufacturer's company name and then selects
the country where the company is located. Once the country is selected, the list of cities will be loaded for
selection.
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Fabricante Internacional

Fabricante *

empresa de teste

Cidade * i

CIUDAD DEL ESTE v

Selecione
ASSUNCAQO
CAPIATA

CIUDAD DEL ESTE

FERNANDO DE LA MORA

HERNANDARIAS
ITAUGUA

id LUQUE

MINGA GUAZU

PEDRO JUAN CABALLERO
PRESIDENTE FRANCO
SAN JUAN BAUTISTA

SAN LORENZO

Click the button so that it appears in the list of manufacturers.

~

.

The action button allows editing, while the button . Allows the line to be deleted.

For information on prioritizing analysis, see the appropriate section of this manual.

Clinical Trial Specific Dossier Form (DEEC)
This feature is only available for processes of the "Medicines" type.
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To initiate a request for a Clinical Trial Specific Dossier (DEEC), you must access the drafts tab and click the "New" button, selecting

the "Initial Petition" option.

Important! In order to request a DEEC, the DDCM to which it will be linked must already have been registered with Anvisa.

Rascunho

I Novo ~ & Exportar Excel

Peticdo Inicial

Peticdo vinculada a um processo ja existente

In the form provided, click on the "magnifying glass" in the subject field, and on the next screen enter the name or number of the

desired subject.

Atividade/Tipo de produto

Medicamento
Servico
v
Codigo Descrigao
10478
Atividade/Tipo de
Cédigo Produto Descri¢do

ENSAIOS CLINICOS - Anuéncia em Processo de Pesquisa Clinica de ORPC's - Produtos 3
Biologicos

10478 Medicamento

The following form will provide information that must be completed in order to characterize the clinical trial.

The first block of information is "DDCM Data," where the company must provide the DDCM process number to which the DEEC on

screen will be linked.
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Dados do DDCM

Numero do processo de DDCM ao qual esse DEEC se

By entering a valid DDCM process number, the rest of the form will be loaded on the screen.

Since the company requesting the DEEC may be different from the company requesting the DDCM (as in the
case of a CRO, for example), the "Experimental Product Data" block will be displayed first, exactly as it was
filled in by the company requesting the DDCM. Most of this section is locked for editing (read-only), serving
only for verification by the company requesting the DEEC; the only editable fields are "Therapeutic Class
(Product Category)" and "Is the Product Registered Abroad?", where the company requesting the DEEC must
update the information as applicable.

Dados do DDCM

Namero do processo de DDCM ao qual esse DEEC serd vinculado * @

Dados das Empresas Envolvidas

A Empresa Solicitante se enquadra como

Patrocinador ORPC

Dados do Produto Experimental

Tipo de Medicamento * ©)
Gas medicina
Classe Terapéutica (Categoria do Produto) * @

ABARELIX x
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E um produto sob investigacdo complexo? *

@ Sim () Nao

Ele se enquadra na(s) seguinte(s) categoria(s):

|| substancias ativas ou insumos farmacéuticos ativos complexos, incluindo anticorpos monoclonais (mAbs), anticorpos o
u fragdes de anticorpos conjugados, horménios, substancias derivadas de tecnologia de DNA recombinante (rDNA), mR
NAs, fatores de coagulacdo sanguinea, produtos criginados de tecidos humanos, compostos poliméricos, misturas com
plexas de origem natural (fitoterapicos), nucleotideos sintéticos, peptideos ou oligopeptideos, substancias sintéticas de
alto peso molecular, produtos enzimaticos.

¥ Formas farmacéuticas complexas, incluindo lipossomos, microesferas, nanocristais, particulas poliméricas, nano-suspen
soes e nano-emulsGes, implantes injetaveis.

Combinac¢do de medicamentos com dispositivos médicos, como canetas injetoras, seringas preenchidas e outros dispos
itivos.

O produto possui registro no Brasil? *

@® Sim () Né&o

NUmero de Registro * @

118190230

Nome Comercial

MULTIGRIP

Principio(s) Ativo(s)

CLORIDRATO DE FENILEFRINA, MALEATO DE CLORFENIRAMINA, PARACETAMOL

O Produtes possui registra na Exterion *

s Sim Nio

Produtos Registrados no Exterior

NOMSE COMERCIAL PAIES ONDE O MROOUTO E5TA REGISTRADO ACOES
NOMECOMERCIALY CARADA, ESTADOS LINIDOS DA AMERICA 7 x
NOMECOMERCIALY BRASIL. ALEMANHA, INGLATERRA (REINO UNIDO) i x

| $Adconsr

Next, the "Clinical Trial Data" section will be displayed, where the company must describe the clinical trial.
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dao Internacional? *

Estudo Estritamente Nacional ou Ha Cooperac

Estritamente Nacional Cooperacao Internacional

In this section, the company must indicate whether it is a strictly national study (i.e., conducted ONLY in Brazil), or
whether it is a study with international cooperation (i.e., conducted in Brazil and other countries).

If the “International Cooperation” option is selected, an additional section will be displayed where the company
must provide a list of the countries where the clinical trial is planned to be conducted:

Paises onde esta sendo planejada a conducdo do Ensaio Clinico Proposto *

‘ <+ Incluir
+ Incluir

By pressing the button . An editable line will be provided for selecting the country from a drop-down
list, followed by the answer as to whether or not the study has already begun in that country. This procedure should
be repeated for all countries where the study is planned to be conducted.

Paises onde esta sendo planejada a conducdo do Ensaio Clinico Proposto *

.

ARGELIA v | Sir v X
CUBA v Sir v X
MEXICO v|| Nso L%

To delete a row, use the button.

The following sections are intended for identifying the clinical protocol and include the fields “Title of

Protocol”, “Clinical Protocol Number/Code”, “Clinical Protocol Version”, “Version Date
Clinical Protocol:
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Titulo do Protocolo *
ero/Codigo nic
ersa Protocol inice
)d a Versao Protocolo clinico

In the clinical protocol version, include the version number and the respective date. Example: Version 2.1 of
March 30, 2025.

The field “Trial Registration in Database” is intended for providing information on the registration of the clinical
protocol in international public databases, such as CTIS, ClinicalTrials.gov, and ICTRP. In this field, include

the registration number and the respective database.

Sera apresentado posteriormente

If this information is not available at the time of the request, the company can check the "Will be displayed

later" checkbox.
Registro do Ensaio em Base de Dados
v| Sera apresentado posteriormente

Next, the company must answer whether there was a prior meeting with Anvisa regarding the trial in question.
If the option “Yes” is selected, the company must attach the meeting minutes to the respective checklist item
at the end of the form, and fill in the dates and hearing numbers in the fields that will be displayed:
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Houve previamente reunido com a ANVISA sobre esse Ensaio? *
e Sim Nao
Datas (Anexar a ata da reunido no processo) * Numero da audiéncia *

The "Clinical Trial Characteristics" information block will be filled with information to characterize the trial.

The first question to be answered is “Does it have a comparator?”. If the answer is “Yes”, a multi-select drop-
down menu will be displayed to select the types of comparators to be used: active comparator, placebo,
placebo-only use, and/or other. This last option opens a free text field for detailing the comparator. The
“placebo-only use” option should only be selected if there is no other therapy being administered concomitantly
(Example: baseline therapy).

If another therapy is planned along with the placebo, select the "placebo” option.

Possui Comparador?

e Sim Ndo

ipo(s) de Comparador(es) * @

Comparador Ativo, Outros, Placebo, Uso Exclusivo de Placebo
|}

v
|

Comparador At v
Outros v
Placebo v
Uso Exclusivo de Placebo v

The "Clinical trial phase" field should be selected according to the trial phase.
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Qutros

Selecione
Fase 1
Fase 1/2

Fase 1/2/3

Qutros

TNV T T v

T g O TIrSTY

T TV VR

If the predefined options are not sufficient, the company should select the "Other" option, which enables a

text field for entering the information:

Fase do ensaio clinico *

Qutros

ABCDEFGHI

The "Clinical trial populations" field allows for multiple selections and should be filled in according to the

characteristics of the population to be studied in the trial.

Populacao do ensaio clinico *

Adultos, Lactantes

Adolescentes

Adultos

Gestantes

Lactantes

Maiores de 65 anos

Menores de 12 anos
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In the following section, the company must specify which diseases/conditions are under investigation, the clinical indication to be

researched, and the treatments or therapies already available.

DOENGCA OU AGRAVO EM INDICAGCAO CLINICA A SER TRATAMENTO OU TERAPIA JA ACOES
INVESTIGACAO PESQUISADA DISPONIVEL ’
Nenhum item foi adicionado.
+ Adiclonar
+ Adicionar

To add a record, the company must click the button. which will open the following
capital:
Agravo

Doenca ou agravo em investigacao (CID) *

Indicacao clinica a ser pesquisada *

Tratamento ou terapia ja disponivel *

Selecione v

The disease or condition under investigation must be identified according to its International Classification of Diseases.

Diseases (ICD). Using the disease n The search can be done using the ICD code or part of it.

description button:
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Selecione o registro
Codigo CID

Descricdo do Agravo

dengue

Cédigo CID Descrigdo do Agravo

AS0 Dengue [dengue classico]

A91 Febre hemorragica devida ao virus do dengue B

Once the desired issue has been found, click the button. » to select it.

The clinical indication to be researched is a text field for providing information, and the "treatment or therapy
already available" is a "yes"/"no" selection — this information should be described in the protocol or other documents.

DEEC documents..

Agravo

Doenca ou agravo em investigacao (CID) *

A90 - Dengue [dengue classico] “

Indicacao clinica a ser pesquisada *

dengue grave

Tratamento ou terapia ja disponivel *

Sim

Page 231/286



Machine Translated by Google

I R -
— L Agéncia Nacional
_l — de Vigilancia Sanitaria
i MNU - User Manual

By clicking on m . The record will be included in the listing. The procedure must be repeated for...

all diseases/conditions applicable to the trial.

DOENGA OU AGRAVO EM INDICAGAO CLINICA A SER TRATAMENTO OU TERAPIA JA O
INVESTIGACAD PESQUISADA DISPONIVEL Ao
AS0 - Dengue [dengue classico] dengue grave Nao &S X
+ Adicionar
. r . . b4 . .
The action button allows editing, while the button allows the deletion of that line.

The following question is intended to determine whether the test is complex according to applicable legislation. If
the answer is "Yes," multiple-choice options will be displayed for the company to select all applicable options:

E um ensaio clinico complexo (conforme Viil do Art. 3° da IN 338/2024 e Art 1° da IN 345/2025)?

e Sim Nao

Marque ofs) Tipo(s) de Ensaio(s) Clinico(s): *

Ensaios que estudam multiplas terapias ou multiplas indicacbes em um unico ensaio clinico, chamados de protoc
olos mestres ou master protocols (em inglés, Basket trials, Umbrella trials, Platform trials).

v| Novos desenhos de ensaios adaptativos que permitem que alteragdes planejadas no protecolo do estudo ocorra
m em momentos pré-especificados durante o ciclo de vida de um ensaio.

v| Ensaios clinicos Fase 1, cujo medicamento experimental esta sendo usado pela primeira vez em humanos (em ing
|és, First In Human - FIH).

v| Ensaios clinicos Fase 1, 2 e 3 integrados em um Unico protocolo.

Ensaios clinicos pragmaticos ou contendo dados de mundo real (RWD).

Ensaios clinicos contendo populacdo vulneravel como a pediatrica, gestante e lactantes.

The next section is “Clinical Trial Risk Category”. This field offers three higher risk levels: “Low risk”, “moderate
risk”, and “high risk”. For each selected item, the company must also indicate the applicable subcategories. Finally,
for the “low risk” subcategory and the first “moderate risk” category, the company must also indicate whether it
wishes to request the application of the optimized analysis procedure in accordance with applicable legislation.
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|w Balxn Risco

Subcategoria(s)y *

Subcategorias):

v & Meditamento utilizaco tal come registrado no Brasd oo por AREE. sem modificacies substannas.

v Solcitarnos 8 aphcagho do procedimento otimizado de andiise. nos termos do Art. 8% da IN n* 33872024 (@

b. Nova inCacao terapiuliCa 2/ou popilagdo-iive &'0u regeme pOSOMIEICE. 3puadas par endencias robustas de
Mesature Oentifica baseadas em meta-anaiises. revzles sistematicas de arbgos CentMoos pubiicados em rewsta
mdaxada tontends informagdes quants 2 saguranca & eficaca 8o medicemento ou do IFA

[] Soctamos 3 aplicagde do procedimanto aUmizada de analise, nos termos do Art. 8" da IN o° 33872024, (D

¢ Associagtes em dove fixa (ADE) com irmurnos farmacéutioos stevas ([IFAS) regatrados i utilitados
concomiantemente na pritics médica, na mesma ndicaghe pledeada. poputagic-alve & regime potoligi {sem
mntaratdo farmacoonetca e'ou farmacodndmica dinicamente ugnificativa),

Solcitamos a aplicagie do procediments atimizado de andise, nos termos 0o Art 8° da IN n* 3382024, (9

The next section is “Information about the Clinical Trial Center(s)”.

Informacdes sobre os) Centro(s) de Ensaio(s) Clinico(s) *

RAZAOD NOME EMAIL DO NUMERO DE
s SOCIAL FANTASIA ORAEAN F INVESTIGADOR PARTICIPANTES

Nenhum item foi adicionado.

+ Adiclonar Centro Clinico

=+ Adicionar Centro Clinico

AGOES

By clicking on . A modal window will be displayed for filling in the information:

Page 233/286



Machine Translated by Google

I R -
— L Agéncia Nacional
—| — de Vigilancia Sanitaria
i MNU - User Manual

Informacdes sobre o Centro Clinico

Informacdes sobre o Centro de Ensaio Clinico

CNES *

Campo obrigatério

Razao Social *

Nome Fantasia *

CPF *
Email do Investigador *

Numero de Participantes *

The company name, trade name, state, and city information will be automatically retrieved from the Ministry of

Health's database when the National Health Establishment Registry (CNES) number is provided.
For information:
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The "CPF" field is a numeric field and will validate the CPF number provided with the Federal Revenue Service, so
only valid CPF numbers can be entered.

The "Researcher Email" field requires an email address in a valid format, and the "Number of Participants" field
only accepts numbers.

This form must be completed repeatedly for all research centers planned for the trial.

NOME o . EMAIL DO

NVESTIGADOR PARTI

FUNDACAO UNI HOSPITAL UNIVE
0L RSITARIO DE BRA 2
SILIA
The action button allows editing, while the button allows the deletion of that line.

The "Activity(ies) delegated to ORPC(s)" section is intended for information on activities delegated to other ORPCs,
such as import and export activities, among others. The information entered in this field will be reflected in the
Import Document issued to the DDCM.

Atividade(s) delegada(s) para ORPC(s)

Existemn atividades do ensaio clinico delegadas para ORPC? *

e Sim Ndo

NPJ RAZAO SOCIAL NOME FANTASIA ATIVIDADE(S) DELEGADA(S) PARA ORPC(S) ACOES

Nenhum item foi adicionadc

+ Adiclonar Atividade Delegada
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(9]

By answering “yes”, the button wilt

Adicionar Atividade Delegada

accible-t

OMe-a3e6
UImc acttTSS

ible-te-enter-the-specific information for each delegated ORPC.

In the modal that will open, the company must provide the ORPC's CNPJ (Brazilian tax ID), which will automatically
load the “Company Name” and “Trade Name” information according to the Federal Revenue Service database, and
will make the “Activities delegated to ORPC” field available as free text for a detailed description of the activities.

Atividade(s) delegada(s) para ORPC(s)

CNP) *

Razao Social *

AGENCIA NACIONAL DE VIGILANCIA SANITARIA

Nome Fantasia *

ANVISA

Atividade(s) delegada(s) para ORP((s) *

A empresa ANVISA sera responsavel pela importagdo e exportacdo de amostras biologicas.

Adidionar Atividade Delegada

Cancelar

This form must be completed repeatedly for all ORPCs that have delegated activities.

CNP) RAZAOD SOCIAL ?ﬂ‘;im
03.112.386/0 AGENCIA NACIONAL DEVIG
ANVISA

001-11 ILANCIA SANITARIA

+ Adicionar Atividade Delegada

" 4

The action button allows editing, while the button

ATIVIDADE(S) DELEGADA(S) PARA ORPC(S) ACOES

A empresa ANVISA sera responsavel pela importaca
o e exportacao de amostras biolégicas.

" allows the deletion of that line.
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The last section of the form relates to "Information about the product(s) to be imported/exported".

Informacées sobre ofs) produto(s) a ser(em) importado(s)/exportado(s)

Existem produtos a serem importados/exportados? *

e Sim Néo
ICA &
TIPO DE ggscn s CONDICAO DE ;FEWO FORMA
PRODUTO ARMAZENAMENTO FARMACEUTICA
PRODUTO VALIDADE

Nenhum item foi adicionado.

VIA DE MEDICAMENTO
ADMINISTRACAO CONTROLADO

. ___________________________________________________________________________________________________________________________]

<+ Adicionar Produto

If “Yes” is selected for the question “Are there products to be imported/exported?”, the

= Adicionar Produto

The company must activate the button. For displaying the modal for completion:
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Informacdes sobre o produto a ser importado/exportado

Tipo de Produto * @

v
Descricao do Produto *
Condicdo de Armazenamento *
Prazo de validade *
Forma Farmacéutica *

v
Via de Administracdo * @

v

Medicamento Controlado *

Sim Nao

The "Product Type" is a drop-down menu with the options: medical devices, medication, and supplies.

The option “medicine” should be selected to describe all medicines to be imported, such as experimental
medicines, comparators, rescue medicines, concomitant therapies, etc. The option “medical device” should

be selected when the product fits the definition of a device according to specific regulations. The option
“supplies” should be used when the product does not fit into the other options, such as laboratory kits,
electrocardiograms, refrigerators, needles, tablets and cell phones, infusion pumps, etc. The fields “product
description”, “storage conditions” and “expiration date” are free text fields. For medicines, in “product
description” include the name of the medicine and its respective presentation (Example: ABC/placebo 100 mg/

mL injectable solution in glass vial, 4 per box). The fields “form”
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The fields “pharmaceutical” and “route of administration” are drop-down menus for selection, and are only mandatory
when the selected product type is “medication”. The “Controlled Medication” field is a simple “yes” / “no” selection,
according to current legislation.

This form must be filled out repeatedly for all products to be imported/exported.

The action button allows editing, while the button allows the deletion of that line.
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FORMS FOR PORTS, AIRPORTS AND CUSTOMS AREAS

Certificate of Free Practice and Vessel Health Certificate
The petitioning process has been adapted to allow for requests for Certificates of Free Practice.

(CLP) and Vessel Health Certificates (CSE)
Four fields were included for these requests:
1 — Net Tonnage - Field to indicate the vessel's class.

Arqueacdo Liquida

m
m
I

2 — Ship's Flag — Name of the country of origin of the vessel

arcacao

Bandeira da Embarcacac

cione v

1.
m
T

3 - Vessel Number - Vessel identification number

mero da Embarcacdo *

4 — Vessel Name - Name that identifies the vessel

To submit, you must provide the "Request Location" information.

To select a location, click the magnifyinggin the upper right corner of the field. A modal window will appear
where you can search for request locations by state (UF) or by location description.
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Selecione o Local de Solicitacdo

UF Descricao do Local de Solicitagao

Select the desired state or location description and click search.

Selecione o Local de Solicitagao

UF Descricdo do Local de Solicitacdo
rFerna “t U P = v
Estado Local de
(UF) Solicitagdo Local de Atendimento
PE Pernambuc  COORDENACAO DE VIGILANCIA SANITARIA DE PORTOS, AEROPORTOS, FRONTEIRAS E RECINTOS >
0 ALFANDEGADOS NO ESTADO DE PERNAMBUCO

The results will show all results that match the information entered in the filters. In addition to the information
regarding the state and the description of the request location, the results will show the "Service Location"
information, which corresponds to the Anvisa organizational unit that will be responsible for analyzing the
request.

In general terms, the Request Location corresponds to the location where the documentation was routinely
delivered in paper form, while the Service Location indicates the Anvisa unit that will handle the request. The
Service Location will also be the unit displayed as "Located at" both in the Processes tab and on the Anvisa
Consultation Portal (http://consultas.anvisa.gov.br).
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ARRIVAL NOTIFICATION
In order to ensure the correct routing of requests for evaluation by Anvisa units, in some cases the applicant may be required to include

the location of the request. In these specific situations, the "Request Location" field will be available.

To select a location, click the magnifying glass in |!e upper right corner of the field. A modal window will appear where you can search

for request locations by state (UF) or by location description.

Selecione o Local de Solicitacdo

UF Descri¢ao do Local de Solicitagao

Select the desired state or location description and click search.

Selecione o Local de Solicitagao

UF Descricdo do Local de Solicitacao

Pernambuco - PE v

Estado Localde
(UR) Solicitagdo Local de Atendimento

PE Pernambuc  COORDENACAO DE VIGILANCIA SANITARIA DE PORTOS, AEROPORTOS, FRONTEIRAS E RECINTOS S
(o] ALFANDEGADOS NO ESTADO DE PERNAMBUCO

The results will show all results that match the information entered in the filters. In addition to the information regarding the state and the
description of the request location, the results will show the "Service Location" information, which corresponds to the Anvisa organizational
unit that will be responsible for analyzing the request. It should be noted that the list of destination locations may vary depending on the

selected subject code.

In general terms, the Request Location corresponds to the location where the documentation was routinely delivered in paper form, while

the Service Location indicates the Anvisa unit that will handle the process.
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Meeting the demand. The Service Location will also be the unit that will be displayed as "Located at" both in the

Processes tab and on the Anvisa Consultation Portal (http://consultas.anvisa.go\.hr)
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EXPORT BY LPCO
To submit an export request for Licenses, Permits, Certificates, and Other Documents

(LPCO), an information block called “Petitions linked to the Single Portal of
"Foreign Trade," where the company must provide the LPCO number and indicate whether the holder of the

product registration with Anvisa is the applicant or a third party:

If the option is for a petition linked to an initial LPCO petition, the form will display the LPCO information for
viewing purposes only.
For all requests of this type, it is necessary to apply for an Import License in Siscomex and an LPCO (License

for Import and Control) in the Single Window for Foreign Trade. For more details, consult the LI Web Guide,
available at http://siscomex.gov.br/wp-content/uploads/2019/09/CARTILHA-LI-WEB.pdf. and the Manual for

completing the TA/LPCO module, importer view, available at http://siscomex.gov.br/wp-content/uploads/
2021/02/Manual-de-Preenchimento-L PCO-Importador.pdf .
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IMPORT/EXPORT BY EXPRESS SHIPPING
The petitioning process for matters related to import/export (PAF) has been adapted in Solicita to encompass the situation of Express

Shipment by an individual and Express Shipment by a legal entity.
For these requests, the following fields must be completed:

1 —“Knowledge Number”

Field for entering the bill of lading/cargo number.

If the bill of lading/cargo number information is also provided, the request will be registered and available for analysis by ANVISA.

However, the company may choose to provide the bill of lading/cargo number.

subsequent to the initial filing. In this case, to insert this data, the subject 90172 - Ports, Airports and Borders - Amendment - Express
Shipment should be used as a petition linked to the initial Express Shipment petition. When accessing the petitioning form, the field for
the waybill number will be mandatory. After the petitioning protocol is completed, the document status of the Express Shipment petition

will be updated and available for review.

ANVISA.

2 —“Are you performing the protocol for a third party?”

This field is used to identify whether the export/import is being carried out on behalf of the requesting company or a third party. This

field is only available when the beneficiary is a legal entity.

Vocé esta realizando protocolo para um terceiro? *

e Sim Nao

If the "No" option is selected, the fee to be collected will take into account the applicant's CNPJ (Brazilian tax ID) data.

If the "Yes" option is selected, the field for entering the third party's CNPJ will be made available.

Page 245/286



Machine Translated by Google

I = :
— I_ Agéncia Nacional
—-l r— de Vigilancia Sanitaria
i MNU - User Manual

0Cé esta realizando protocolo para um terceiro? *

\/r
VIOL L

e Sim Nao

CN PJ g

Zao Social

e
[a7]

Fato Gerador

Valor da Taxa

After entering the CNPJ number, the fields related to the company name, taxable event, and company size will be filled in by the

system, and the fee amount will be updated according to the size of the beneficiary company.

It is important to note that, for the third party's CNPJ to be included, it is necessary that they are registered in ANVISA's petitioning
system. Without this prior step, it will not be possible to continue the process, as the fee will not be updated and the payment slip or

payment via PagTesouro will not be issued.

3 - Beneficiary's CPF (Brazilian Individual Taxpayer Registry) number

To complete the process on behalf of an individual beneficiary, the field for entering the CPF (Brazilian taxpayer ID) will be displayed.

CPF do beneficiario *

In these cases, the CPF (Brazilian taxpayer ID) will be validated against the Federal Revenue Service database.
4 — Imported quantity

In the "Quantity Imported" field, you should enter the number of units to be imported.
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Quantidade Importada °

The field can be filled with up to 3 digits, and for subjects that have a minimum and maximum number of units,
the system validates the quantity entered.

If the quantity entered is incompatible with the desired number of units, the user should search for a suitable topic
for the desired quantity.

EXPRESS SHIPPING OF CANNABIS -DERIVED PRODUCTS
To arrange express shipping of cannabis-derived products, the user must fill in the following fields:

5 - Import Authorization Number

This field, containing 17 characters, is for entering the import authorization number granted through the service
"Request_authorization to import Cannabis-derived products"”.

The system will perform the validation against the information present in the system used to request authorization
to import Cannabis-derived products. For the authorization numbers entered that are valid in the Anvisa system,
the patient's CPF field will be enabled for completion. The data relating to the authorizations, for this validation,

are updated daily at 00:00.
Page 247/286


https://www.gov.br/pt-br/servicos/solicitar-autorizacao-para-importacao-excepcional-de-produtos-a-base-de-canabidiol

Machine Translated by Google

I — y
— L. Agéncia Nacional
—I r— de Vigilancia Sanitaria
1 MNU - User Manual

6 - Patient's CPF (Brazlian Taxpayer Identification Number)

An 11-digit number that will be validated against the Federal Revenue Service database.

The system will validate the information against the data in the system used to request authorization to import cannabis-
derived products. If the entered CPF (Brazilian taxpayer ID) matches the one requested for the authorization number,
the "Commercial Name of the Imported Product” field will be enabled. If the CPF number does not match the one linked
to the Import Authorization, is incorrect, or is nonexistent, the system will display an error message.

7 - Trade Name of the Imported Product
Dropdown field for choosing the name of the product to be imported.

The system will validate the information against the data in the system used to request authorization to import cannabis-
derived products. If the entered CPF (Brazilian taxpayer ID) matches the authorization number provided, the "Commercial
Name of the Imported Product" field will be enabled, displaying the selection of items from the import request among

the products listed in the authorization granted by Anvisa (Brazilian Health Regulatory Agency).

Important! If the authorization was issued without associated products, it will not be possible to continue the flow in
Solicita. In these cases, the user must:

L Start a new request through the portal;

2. In the "confirm data" step, take a screenshot showing the selected product;

3. Choose the product, fill in the required information, and complete the request.

4. If the Authorization is issued with the same problem, the user should send an email to

med.controlados@anvisa.gov.br. Please provide a screenshot and the protocol number. This will allow the

responsible department to analyze the new request and forward the issue to technical support.
8 — Total quantity imported

Report the total quantity of units imported. For invoices with more than one product, report the total quantity imported.

Example: Invoice with 10 units of product A and 5 units of product B, fill in with the number 15.

9 - Recipient's Address

A field with 100 characters for entering the recipient's address.

10 — Exporter's Name

A field with 100 characters for entering the name of the exporter who will import the product.

11 — Exporting Country
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Field to select the country from which the product will be shipped.

It is possible to check the status of express shipping requests by providing the bill of lading number. Access is
available at https://consultas.anvisa.gov.br/#/, Select "Document Status”, then “Technical”. The filter allows you to

search for the exact document number or part of it.

W ds Cxpesiets W e Carhenmmerna W' g2 Cenverrants de Cargs
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IMPORTATION BY LPCO WITH LI

To submit an import request using Licenses, Permits, Certificates, and Other Documents (LPCO) with an
Import License (L), start a new petition for initial petitions and select the subject corresponding to the desired
request. For the filing of replacement Lls, start a petition linked to an existing process and select the subject
corresponding to the desired request.

For all requests of this type, it is necessary to apply for an Import License in Siscomex and an LPCO (License
for Import and Control) in the Single Window for Foreign Trade. For more details, consult the LI Web Guide,
available at http://siscomex.gov.br/wp-content/uploads/2019/09/CARTILHA-LI-WEB.pdf. and the Manual for
completing the TA/LPCO module, importer view, available at http://siscomex.gov.br/wp-content/uploads/
2021/02/Manual-de-Preenchimento-LPCO-Importador.pdf .

Initial Petition

For this type of matter, an information block called "Petitioning linked to the Single Window for Foreign Trade"
will be displayed, where the company must provide the LPCO number, the related LI number, and whether
the holder of the product's registration with Anvisa is the applicant or a third party.

After completing this step, the user must follow the rest of the process, as detailed in previous sections of this
manual, until the protocol is completed and the protocol receipt is received.

Linked Petition

If the option is for a petition linked to an initial LPCO petition with LI, the form will display the LPCO information
for viewing only, but will allow editing of the field relating to the LI number when the subject matter is a petition
for a substitute LI.

After completing this step, the user must follow the rest of the process, as detailed in previous sections of this
manual, until the protocol is completed and the protocol receipt is received.
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SEMI-ANNUAL PLATFORM INSPECTION

In order to ensure the correct routing of requests for evaluation by Anvisa units, in some cases the applicant may be required to include

the location of the request. In these specific situations, the "Request Location" field will be available.

To select a location, click the magnifying glass in |!e upper right corner of the field. A modal window will appear where you can search

for request locations by state (UF) or by location description.

Selecione o Local de Solicitacdo

UF Descricao do Local de Solicitacao

Select the desired state or location description and click search.

Selecione o Local de Solicitagao
UF Descricdo do Local de Solicitacao

Estado Localde

(UR) Solicitagdo Local de Atendimento
PE Pernambuc  COORDENACAO DE VIGILANCIA SANITARIA DE PORTOS, AEROPORTOS, FRONTEIRAS E RECINTOS -
o] ALFANDEGADOS NO ESTADO DE PERNAMBUCO

The results will show all results that match the information entered in the filters. In addition to the information regarding the state and the
description of the request location, the results will show the "Service Location" information, which corresponds to the Anvisa organizational
unit that will be responsible for analyzing the request. It should be noted that the list of destination locations may vary depending on the

selected subject code.

In general terms, the Request Location corresponds to the location where the documentation was routinely delivered
in paper form, while the Service Location indicates the Anvisa unit that will handle the request. The Service Location
will also be the unit displayed as "Located at" both in the Processes tab and on the Anvisa Consultation Portal
(http://consultas.anvisa.gov.br).
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MEDICAL DEVICE FORMS

Notification and registration of medical devices
This functionality is only available for processes classified as "Health Products (Related Products)" or " In
Vitro Diagnostic Products ," also defined as "Medical Devices" or " In Vitro Diagnostic Medical Devices ."

To initiate a request for registration or notification of medical devices, you must access the drafts tab and
click the "New" button, selecting the "Initial Petition" option.

Rascunho

In the form provided, click on the "magnifying glass" in the subject field, and on the next screen enter the name

or number of the desired subject.

The following form will provide information that must be completed in order to characterize the product.

When dealing with product notification matters, the user can choose whether it refers to a single product or a

family/system/set of products.

If a "single product" material, equipment, or IVD subject is selected, the field below should be filled with the

product's trade name.
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If a "family/system/assembly" material, equipment, or IVD subject is selected, the field below should be filled with the product family
name.

When dealing with matters relating to product registration, the "single product” or "family/system/set" field will be pre-filled according
to the selected subject code.

Depending on the type of product selected, the next section will be called “Single Product” or “Family of
"Products” or "IVD Product Family".

’ + Adicionar

In both cases, the structure presented will be the same. Clicking the button will bring up a it will be opened

modal for inserting product presentations or templates.

When dealing with a "single product” or "product family," the following option will be available:

\presentacdo ou Modelo

When dealing with an "IVD product family," the following option will be available:
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-omponente de Familia

Each time the presentation or template is added, it will appear in a list:

By clicking on It will be possible to edit the registered presentation or template.

By clicking on it, you will be able to delete the registered presentation or template.

Limpar Tudo
The button This process deletes all registered presentations or templates.

Since it may be necessary to include multiple presentations or templates, the option to include them by uploading an Excel spreadsheet

has been made available.

In order to ensure that no errors occur during the upload process, a spreadsheet template will be available in the “Form Templates”
section. There will be one standardized spreadsheet for inserting the “List of Presentations or Templates” and another for the “List of

Family Components (IVD)".
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We request that you always use this provided template, otherwise errors may occur in the process of filling out
the registration or notification request forms.

The next section concerns the product's "nomenclature” and "risk classification".

Initially, the user must click on the icon. “

Product technician.

to access a modal to select the name

The search for the technical name can be done using the code or the technical name:

Selecione 0 nome tecnico

™
fadndy

Clicking on search will provide a list of technical names related to the product type of the selected subject code
and the associated risk class (if any):

| 07100
Codigo Nome Técnico Classe de Risco Vinculada Descricdo
"""" Ca } E \a >

. . 4 . .
By clicking on the icon The chosen technical name will be selected:
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If the chosen technical name is already associated with a risk class, the field will be automatically filled in. Otherwise, the user must

fill in the risk classification from the menu:

If the desired risk classification rule is not available, the user should contact the area responsible for product registration or notification.

After filling in this information, it is necessary to identify if there are presentations or templates that

They will be sold sterile.

eI B 08¢ L3O COMerD ST ados estére

werhum madelacsaresentach ™ e Bt

+ ASCONM Weti0u de EstrBiagdo

+ Adicionar Método de Esterilizacdo

If one or more models are sold as sterile, a button will be provided to indicate

the sterilization method(s) used.
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’ + Adicionar Método de Esterilizacdo
By clicking the button A modal will be enabled for insertion and

information:

Metodo de Esteri 1Z2acdo

With each insertion, the selected sterilization method will appear in a list:

By clicking on It will be possible to edit the registered sterilization method.

By clicking on'it, you will be able to delete the registered sterilization method.

If the desired sterilization method is not available, the user should contact the area responsible for product
registration or notification.

The next section concerns data related to Artificial Intelligence.

Answer the question "Does the medical device use artificial intelligence (Al) to achieve its medical purpose or
to assist it in achieving that purpose?" using the radio button.

The next section concerns the product's expiration date.

If the checkbox for "Indefinite Expiration Date / Not applicable (equipment and instruments)” is checked, the
expiration date field will not be necessary.
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The field

Pre-filled with numbers only, with the time unit being filled in via the dropdown menu.

Unidade de Tempo *

Selecione

The next section concerns identifying whether it is a nanomaterial or not:

Nanomaterial *

Nanomaterial *

Sim N&o

Next, it must be indicated whether it is implantable or not:

Implantavel °

mplantavel *

Sim Nao

The next section requests information regarding the need for approval by ANATEL:

MNU - User Manual

it must be
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Homologacao Anatel *
O dispositivo médico se aplica a homologacdo da ANATEL? *

Sim Nao

After filling in this information, it is necessary to provide the data regarding the expiration date of the Inmetro certificate.

If the "Expiration Date" option is selected, the "Expiration Date" field will be enabled for completion.

If the selected topic is an IVD (Initial Diagnostic and Propagation System), the sections relating to Methodology and Biological

Samples and Storage Conditions will be available.

The section concerning methodology and biological samples is presented as follows:
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* Ajda wenar

By clicking on the dropdown

Metodologia * ‘

the user should

+ Adicionar

Select the methodology used and then click to include one or more biological s& at specific methodology. The modal

will display a group of predefined biological samples.

Tipo de Amostra Biologica

Abcesso hepdtico
AmMostra cadaverica

Ar expirado

Aspirado nasofaringeo

Cabelo

With each addition, the biological sample will be displayed in a list:

L 4
By clicking on It will be possible to edit the registered sample.

By clicking on it, y’csu will be able to delete the registered sample.
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If the desired sample is not available, the user should contact the area responsible for product registration or notification.

The section regarding storage conditions is presented as follows:

A -

. + Adicionar
By clicking on A modal will be made available for choosing the condition of
storage.

Condicdo de Armazenamento

CONSERVAR ABAIXO DE -20°C
CONSERVAR ABAIXD DE
CONSERVAR ABAIXO DE -18°C

CONSERVAR ABAIXO DE 30°C

CONSERVAR ABAIXO DE 35°C

i i
Clicking on The storage condition will be displayed in a list:

o 4
By clicking on ~ It will be possible to edit the registered storage condition.

By clicking on it, you will be able to delete the registered storage condition.

If the desired storage conditions are not available, the user should contact the department responsible for product registration or

notification.
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Finally, a field will be provided for entering the product manufacturer(s) data:

& A | @0 M Ting

# Aducicenat | abeCatits @n e e s

+ Adicionar Fabricante Nacional
To add the national manufacturer, click the button; a modal will and it will be

appear for including the manufacturer's information.

-abricante Nacional
po Fabricante *

Unidade Fabril

Fabricante Legal

It must be indicated whether the manufacturer is a "Manufacturing Unit" and/or "Legal Manufacturer" by clicking on the icon.

nA new feature where it will be possible to search for the manufacturer by CNPJ (Brazilian company tax ID), company name, or number.

operating permit.

NP}

.
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=+ Adicionar Fabricante Internacional
To add the international manufacturer, click the button; a modal will and it will be

appear for including the manufacturer's information.

It must be indicated whether the manufacturer is a "Manufacturing Unit" and/or "Legal Manufacturer" by clicking on the icon.

n. A new modal where it will be possible to search for the manufacturer by unique code, company name, or name.

of the country.

It is mandatory to register at least one "Manufacturing Unit" and at least one "Legal Manufacturer"”.

After adding the manufacturer, their data will be displayed on the main screen, allowing you to add one or more manufacturers.
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Using the button It is possible to change the data of the company entered, and by using the button it is possible to...

Delete the inserted manufacturer.

Requests for the creation and deactivation of Unique Codes for international manufacturers and
manufacturing units (exclusively for Medical Devices and IVDs of Risk Classes | and Il) must be made
electronically through the Solicita system on the Anvisa Portal, via primary petition under subject 80326.
To see the complete step-by-step instructions, the list of required documents, and the analysis deadlines,
please access the service page on the Gov.Br portal, available at this link.
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SANITIZING PRODUCTS FORMS

Notification and registration of sanitizing products.

This feature is only available for "Sanitizing" type processes.

To initiate a request for registration or notification of sanitizing products, you must access the drafts tab and click the "New"

button, selecting the "Initial Petition" option.

Rascunho

In the form provided, click on the "magnifying glass" in the subject field, and on the next screen enter the name or number

of the desired subject.

For applications for registration or notification of domestic products, the applicant company must have an AFE (Authorization for Operation)

to manufacture sanitizing products.

For registration or notification requests for international products, the applicant company must have an AFE (Authorization

for Operation) to import sanitizing products.

The following form will provide information that must be completed in order to characterize the product.

If the desired formulation type is not available, please contact the team at the responsible organizational unit.

Depending on the selected category, the Sales/Employment field will be automatically filled in.

The information blocks “Physico-Chemical Characteristics” and “Toxicological Characteristics” are mandatory.

The fields “Alkalinity (Free Expressed as Na20)”, “Pests and Vectors”, “Skin Irritation”, “Eye lIrritation”, and “Skin

Sensitization” will be displayed depending on the selected product category.
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Next, a field will be provided for entering the product manufacturer(s) data. The requesting company must have an
AFE (Authorization for Operation) for sanitizing products with the activity of importing in order for the
registration of international manufacturers to be available. At least one of the national manufacturers must have

an AFE for sanitizing products with the activity of manufacturing.

R . + Adicionar Fabricante | . .
To add the manufacturer, click the button, at which Il appear for entering the manufacturer's unique

code. Once the code is entered, the other fields will be automatically filled in. If the desired company is not registered,

please contact the team at the responsible organizational unit.

Fabricante Internacional

Cédigo Unico * @
‘ E.poos
Fabricante
EMPRESA ALEMA - NOME 2
Municipio de Fabricacao Pai

If the product is made in Brazil, the process for adding manufacturers is the same; however, when clicking on...

+ Adicionar Fabricante

button The screen will display the CNPJ field.
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Fabricante

CNPJ

Fabricante N° Autorizacao/Cadastro
UF Municipio de Fabricacdo Codigo do Municipio

After adding the manufacturer, their data will be available on the main screen, making it possible to...
Insert one or more manufacturers.

Using the button It is possible to change the entered company, and by using the button ﬁ‘is possible to delete it.
Manufacturer inserted.

The next section of information concerns version registration. This section is only available for specific product categories.

For categories that do not include versioning, the product's technical data is presented directly in the form.

<+ Adicionar Versdo

To register the version, click the button.
A new screen will be available.

After entering the desired version name, you will need to fill in the data for the measure type, formula, and presentations:
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Versdo
Nome da Versdo * Tipo de Medida *
Versdo 1 g/100g v
Férmula *
COMPONENTE DA FORMULA QUANTIDADE CENTESIMAL FUNGAO INSCRICAO (REFERENCIA) ACOES
Nenhum item foi adicionado.
<+ Adicionar Substancia

Apresentacoes *

APRESENTACAO ACOES

Nenhum item foi adicionado.

+ Adicionar Apresentacdo

Adicionar Versao Cancelar

4+ Adicionar Substancia

The formula registration is done substance by substance, and to do so, click the button.

A new screen will be available.
Substancia

Componente da Formula * @
Quantidade (g/100g de produto acabado) * Inscricdo (Referéncia)

Funcdo = @

Selecione

Adicionar Substancia Cancelar
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Click on the magnifying glass and select the substance by entering the "substance name" or the "inscription (reference)". In both
cases, the search allows for exact or partial searches, and the inscription should be filled in with only the numbers and without the

dashes.

Nome da Sutstinga Insgrigdo (Relerdnoa)

After selecting the substance, enter the quantity of the substance according to the selected measurement type and indicate its function
in that product. If the desired function is not registered, please contact the team of the responsible organizational unit. Certain
substances have maximum limits when used as preservatives, according to Collegiate Board Resolution — RDC No. 30, of July 4,

2011, or its updates.

With each entry, the list of substances used in the product formula can be viewed on the form's main screen.

Formula *

Using the button It is possible to change the data of an entered substance by using the button.

It is possible to exclude an inserted substance.

The sum of the substances must equal 100%, regardless of the measurement type selected. If the sum of the substances does not

equal 100%, the system will display an error message.

Page 270/286



Machine Translated by Google

_! - L Agéncia Nacional
—I ;— de Vigilancia Sanitaria

MNU - User Manual

O Total da quantidade (%) estad em 101,00% e deve ser

Finally, the applicant must include the information regarding the presentation(s) in the presentations field.

. . . . . L + Adicionar Apresentacdo
To add presentation information, click the button, which will display a . not at the moment
new screen for entering the presentation details.

Apresentacoes

Embalagem Primaria * @

v
Embalagem Secundaria * @

PRODUTO SOMENTE CONTEM EMBALAGEM PRIMARIA s
Apresentacao do Produto (Nome versao + Emb. primaria + Emb. secundaria)

Versdo 1 + PRODUTO SOMENTE CONTEM EMBALAGEM PRIMARIA

Adiclonar Apresentacao Cancelar

All fields are required, and if the product does not have secondary packaging, the option "PRODUCT ONLY

CONTAINS PRIMARY PACKAGING" should be selected. If the desired packaging types are not registered,
please contact the team of the responsible organizational unit.

With each entry, the list of product presentations can be viewed on the form's main screen.
Apresentacdes *

APRESENTACAO

ACOES
Versdo 1 + BALDE METALICO + PRODUTO SOMENTE CONTEM EMBALAGEM PRIMARIA

+ Adicionar Apresentagdo
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Using the button It is possible to change the data of an entered substance by using the button.

It is possible to exclude an inserted substance.

The data for the registered version(s) will be available on the main screen.

Using the button It is possible to change the data of an inserted version, and by using the button it is possigfe to...

delete an inserted version.

After uploading the necessary files, the user must click the submit button to proceed to the completion of the petitioning workflow.

Important: Post-registration petitions do not include fields related to "Manufacturers," "Version," or "Presentations" in their form.

Page 272/286



Machine Translated by Google

1 o .
— |_ Agéncia Nacional
—-I r— de Vigilancia Sanitaria
| MNU - User Manual
Change to the natification of sanitizing products.

This feature is only available for processes of the type "Sanitizing Products".

To initiate a request to change a sanitation product notification, you must access the drafts tab and click the "New"
button, selecting the option "Petition Linked to an Existing Process".

When you select the notification you want to change, its data will be loaded onto the screen in a form identical to the
one used in the initial notification.

Due to the migration to the Solicita system, information regarding "pH Standard Deviation," "Corrosivity," "LD50,"
"Substance,"” and "Measurement Type" from notifications prior to August 2020 may be loaded incompletely. The
company must complete the required fields to enable this petition. Once this update is completed, future changes to
these notifications will have their forms loaded correctly.

EXPRESSION OF INTEREST IN CONTINUING THE COMMERCIALIZATION

This feature is only available for "Sanitizing" type processes.

To express interest in continuing commercialization, the system will automatically update the product's expiration
date at the end of the petitioning process. This update will only occur if the petition is filed within the regulatory
deadline defined for this request.
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BLOOD, TISSUE AND ORGAN FORMS

EMBRYO PRODUCTION REGISTRATION
Start an initial petition or a petition linked to an existing case. If you don't know the case number you want, you

can search for it in the "cases" tab of the application. Select the subject corresponding to the request you wish to

make.

After the selection, a block of information relating to the reference year of the information being provided will be
made available. It should be noted that this field is mandatory and it is only possible to fill in data relating to

previous years.

After completing the "Petition Reference Data" section, the following information blocks will be available for

completion:

« Intrauterine insemination procedures;

« Oocyte retrieval procedures for IVF;

 Egg reception procedures;

« Oocyte collection procedures intended exclusively for cryopreservation;
« Oocyte thawing procedures for personal use;

« Embryo thawing procedures;

* Embryo donation procedures;

« Semen collection procedures for donation

For all blocks, a question will be provided regarding the performance of procedures related to that specific block.
If the user answers that the procedures related to the block in question were performed by the Assisted Human
Reproduction Center (CRHA), a questionnaire related to the procedure will be provided. For example: the
guestionnaire will be presented similarly to the information block regarding intrauterine insemination procedures,

as shown in the following figure:
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After completing this step, the user must follow the rest of the workflow, as detailed in previous sections of
this manual, until the protocol is finalized.
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TOXICOLOGY FORMS
Registration for Pesticide Residue Studies

Start a petition linked to an existing case. If you don't know the case number you're looking for, you can
search for it in the "Cases" tab of the application.

Select the subject that corresponds to the request you wish to make.

After the selection, the system will evaluate whether the registration of the product to which the study will be associated is complete.

If the registration is incomplete, the following error message will be displayed.

To complete your registration, please contact the ANVISA organizational unit responsible for evaluating
pesticides.

After a valid process is entered, the system will display, if any exist, all pesticide residue studies associated
with the selected process.

The product details will be available below this block.

Next, the information block regarding the waste study registration will be made available.

After completing the information section related to the residue study registration, the section related to the
product's label information must be completed.
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Clicking the "add item" button will display a screen for filling in information from the product's leaflet.

Adicionar Dados da Bula

Sequéncia de aplicacdo Modalidade de emprego * Unidade de medida (p.c)* @

= Selecione v Selecione v
Dose méxima por aplicacdo (p.c) * @ Volume de calda maximo por hectare (Litros) @ N° maximo de aplicacbes *
E aplicado com adjuvante? *

Sim Nao

Adicionar Dados da Bula Cancelar

Atfter filling in the information, click the "Add package insert data" button. If you do not wish to save the information and want to

abandon the process, click "Cancel".
After the data is entered, it will be available in the data block of the product's package insert.

It is possible to edit by clicking on the icon. or deleting the data by clicking the icon.

4+ Adicionar item
If you wish to include more than one application sequence, simply click on the icon.

After entering the desired data, enter the information regarding the safety interval (in days) or if this interval was not determined due

to the employment modality.
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If the interval has not been determined due to the type of employment, the safety interval field (in days) will be disabled.

The next data set concerns the trials.

Clicking the "add item" button will display a screen for filling in information about tests performed.

Adicionar Ensaio

ID do ensaio (laboratério) * Estado * Cidade *

Campo obrigator J 07198

=]

Selecione v

L
o
I
I
=}
3
o
<

Tratamento da Amostra *

QUANTIDADE DE AMOSTRAS INFORMADAS TRATAMENTOS UTILIZADOS ACOES

Nenhum item foi adicionado.

+ Tratamento da Amostra

For each batch of tests, the test ID, the state, and the city where the test was performed must be provided. After entering this information,

the sample treatment data must be filled in. To access them, you...

4 Tratamento da Amostra
you must click on the icon Clicking will display the following:
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Adicionar Tratamento da Amostra

Tratamento da Amostra *

'@

4+ Tratamento da Amostra

Amostra *

@

‘ + Amostra

MNU - User Manual

5im N3o x

m mnce"],

First, you must fill in the data relating to the treatment(s) given to the sample; it is possible to enter one or more
treatments. If you wish to delete the data for a sample treatment type, click [button namef/icon].

in the icon®

After entering the data, you will need to enter the information regarding the sample(s) used. For

) _ ‘ + Amostra ‘
You must click on the icon.

A new screen will then be made available.

This screen is composed of two groups of information. In the first, you should enter the information regarding the
DAT (in days), the Harvest Date, and the Analysis Date. It is important to note that the analysis date cannot be

earlier than the harvest date;

Adicionar Amostra

w)
)
=
1%
W

()

€3 =

The second group should contain the results data for the active ingredient(s) and metabolite(s).
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Resultados

To enter the data, click on the icon to fill in the data related to the selected " A screen will be enabled for the

active ingredient.

Atualizar Resultados

Sim N3o Sim N3o

If the answer is that the active ingredient has metabolites, a new field will be enabled for filling in information regarding
the metabolite. One or more metabolites can be entered, but it should be noted that only metabolites related to the

searched active ingredient are available.

Metabolitos * (@

[V}
=
e
(s}
x

Finally, a last section refers to any observations from the study.

If necessary, you can use the bottom right border of the observation field to view the box.

To write in a larger area, click on the shaded area and select the — and drag so that the box takes over the
desired dimensions.

After completing this step, the user must follow the rest of the workflow, as detailed in previous sections of this
manual, until the protocol is finalized.
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15. PROBLEM SOLVING

I CANNOT ACCESS THE REQUEST

« The user must be previously registered with Anvisa to access Solicita. See registration information on the
page https://www.gov.br/anvisa/pt-hr/sistemas/cadastros/cadastro-de-
companies

« Only users registered with the company as security manager, legal representative, or

Regulatory petition users can access Solicita.

I CANNOT FIND A DRAFT OF A "PETITION LINKED TO AN EXISTING PROCESS"

Because the system cannot find the process or petition that | entered in the "Original Petition" field.

« To make a request in an existing process, you must access the request through the

The CNPJ (Brazilian taxpayer ID) to which the process is associated.

I CANNOT VIEW DOCUMENTS FROM REQUESTS MADE BY OTHER USERS OF
SAME COMPANY.

« To view documents associated with requests made by any company user in Solicita, the security manager
and/or legal representative must be registered with the regulatory petition user link. Note: only users
already associated as security manager and/or legal representative can be associated as a regulatory
petition user.

I CANNOT FIND A SUBJECT CODE IN THE "INITIAL PETITION" OPTION.

« Verify that the desired subject code corresponds to an initial petition (primary petition), meaning it is a petition
that will result in the opening of a new case. Note: amendments, alterations, withdrawals, appeals, or
corrections will not appear under "initial petition,” as these are petitions linked to an already existing case
(secondary petitions).

This verification can be done by consulting the desired petition subject in the Subject Search . The
Lesult will indicate in which menu of Solicita the subject can be found:

Resultade da Consulta de Assunto

Céodigo de Atividade/Tipo de ! Fato
Assunto Tipo de Solicitagdo Sistema de Peticlonamento

Assunto Produto Gerador

« Verify that the subject code matches the “activity/product type” selected in the tab.
choice of topics.

« Verify that the subject code matches the "service" type of the initial petition you are applying to.
to file a related petition.

« If in doubt, clear all filters and enter only the desired subject code or part of it.

description.
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| CANNOT FIND A SUBJECT CODE IN THE "PETITION LINKED TO AN EXISTING PROCESS"
OPTION.

« Verify that the desired subject code corresponds to a linked petition (secondary petition), meaning it is a
petition that will be included in a previously filed case.

This verification can be done by consulting the desired petition subject in the Subject Search . The
result will indicate in which menu of Solicita the subject can be found:

Resultado da Consulta de Assunto

Codigo de

Atividade/Tipo de Fato
Sistema de Peticionamento
Assunte

Assunto Tipo de Solicitagdo
o " . Produte Gerador

« If you are attempting to complete the protocol associated with an initial petition:

Check if the subject code matches the "activity/product type" of the initial petition to which you want
to file a linked petition. If the initial petition does not have a service...

Additionally, the "activity/product type" filter will be pre-filled with the same option as the initial
petition.

Check if the subject code corresponds to a "service" (visible in the image marked in red) associated
with the "service" of the initial petition to which you want to file a linked petition (access to
services can be done via the button marked in the image in blue). This verification can be done
by consulting the desired petition subject in the Consultation section.

Matters.

AsSUNLO 230 - REG, COSMETICOS - Modficacdo de Formusla de Proouzo Registrana - Nad

Alivvdade/Tipo de Produto L OSimvel

Servigo
Servicos Associados x
Solicitar Registro de Cosmeéticos

Solicitar transferéncia de titularidade de cosméticos

Fechar

If in doubt, clear all filters and enter only the desired subject code. ¢ If you are trying to
perform the protocol associated with a petition linked to an initial petition:
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In this situation, the system only accepts petitions for amendments, withdrawals, appeals, or
corrections. This information is displayed in the yellow bar when selecting the petition subject.

& Atenglo? Exta huncionalidade permes 3 solcaagio Ge actamenso, »NAMSnTo POr Tecceirn, desizénna A padide, recur

1

J
3

¥
=
3
v
i
>

I CANNOT FIND MY PENDING REQUEST IN THE "PAYMENT" TAB.

« Since the validity of payment transactions is up to 30 calendar days, only transactions for which the payment
slip (GRU) was issued up to 30 calendar days before the date the query is made in Solicita are available
for payment.

My request was not registered.

« Check if the request is in the “awaiting payment” tab. If the petition is in this tab, it means that the payment
has not yet been processed. You need to make the payment and wait for the processing.

» Check if the request is in the “awaiting protocol” tab. If the petition is in this tab, it means that the transaction
is waiting for the protocol system to process (internalize) the request. If the request has been in this
situation for more than 24 hours, please contact Anvisa informing them of the transaction number.

I CANNOT MEET A REQUIREMENT IN THE "REQUIREMENTS" TAB.

 Check if the request received was made electronically.

I CANNOT ACCESS A CASE OR PETITION IN THE "CASES" TAB

» To access a process in the "processes" tab, access the request using the CNPJ (Brazilian company tax ID).
to which the process is associated.

I DO NOT HAVE ACCESS TO THE "PRINT PROTOCOL" BUTTON IN THE "PROCESSES" TAB .

« This option is only displayed for petitions filed through the Solicita system.
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| DO NOT HAVE ACCESS TO THE "PRINT STATEMENT" BUTTON IN THE "PROCESSES" TAB .

« This option is only displayed for petitions filed through the Solicita system.

| DO NOT HAVE ACCESS TO THE "VIEW" BUTTON IN THE "PROCESSES" TAB .

« This option is only displayed for petitions filed through the Solicita system.

« Verify that you were the petitioner for the petition you wish to view, or verify that you are associated with the petition.
to this company as a regulatory petition user.

I CANNOT FIND A SPECIFIC PETITION IN THE PROCESS TREE

« Make sure you are accessing via the “Processes” tab to have access to the complete tree of

The process. Access via the "Favorites" tab will only display previously favorited petitions.

I CANNOT FIND A PROCESS IN THE "FAVORITES" TAB

« Make sure you are accessing with the correct CNPJ (Brazilian company tax ID).

* Make sure the desired process has been previously favorited in the “Processes” tab.

MOST COMMON ERROR SCREENS

« Error related to the user incorrectly filling out the form. By filling it out correctly, the error will be corrected and the user
can proceed normally. Errors like this are accompanied by the symbol , which shows the user what action is needed

when positioning the .
hover your mouse cursor over it.

« Error related to GRU generation, usually linked to momentary instabilities and resolved by trying again within a few
moments. If the error persists, please contact Anvisa with as much detail as possible about the error (screenshots,

approximate date and time of the error, subject of petition used, etc.).
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Confirmacao de envio

X

o Ocorreu um erro ao gerar a GRU, Favor entrar em contato com 0s canals de atendimento da

ANVISA Informando o seguinte cbdigo SER-2020-042012-3045-0200

. & Atencio!
] N* Item Anexos Visualizado
Peti¢do para fiscalizacdo e liberagdo sanitaria; £20X12540561.pdf Sim
1 g Documento de delegacdo de responsabilidades de importaca
0, Nos casos de iImportactes realizadas por outros que nNac o
detentor da DDCM ou DICD M16-177_CE_17May2018 (3).pdf Sim

Cancelar Confirmar Envio

« Error related to petition submission. Please check if the petition has been moved to the “Awaiting
Protocol” tab, which indicates that the protocol system will continue trying to register it. Otherwise, or
if it remains in this tab for more than 24 hours, please contact Anvisa informing them of the transaction
number and details related to the error (screenshots, approximate date and time of the error, petition
subject used, etc.).

|
Confirmacio de emvio ol

v Doomey um ¢7C 0 SROOIAr O PrURD0K TXPTEsso. Favor ontra &M contats <om o3 cana's de
standimento da ANVISA Informanda o seguints cédigp SER- 2020087 115503040111

« Example of a generic Solicita error. When this error occurs, please contact Anvisa informing them of the
transaction number and details related to the error (screenshots, approximate date and time of the
error, petition subject used, etc.).
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Desculp

SER-2020-070110-0748-0901
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