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Revisions History

Version Data Description Author
1.0 19/07/2019 First version Leonardo Eifert Catalanante
1.1 02/08/2019 Included “Grant regulatory user profile” Ricardo Ferreira Borges

Included possibility of extending the deadline to comply with
requirements for processes of this type
“TOXICOLOGY” (except wood preservatives)

1.2 16/09/2019 Bruno Zago Franga Diniz

Annex included with specific guidance on the petition flow for
import/export matters (PAF).

Change of layout and inclusion of information regarding Brung o
1.3 15/10/2019 . . Zago Franca Diniz
to PagTesouro as an online payment option.

Inclusion of information regarding authorization of o
1.4 18/11/2019 N ) N ) Bruno Zago Franga Diniz
addition by third party and addition by third party

15 15/01/2020 Inclusion of express shipping information in B . E Dini
’ name of beneficiary CNPJ and CPF. runo £ago Franga biniz

Cosmetics Registration and Cosmetics Registration for the
1.6 14/02/2020 category “Straightener for Dyed Hair — Grade Ricardo Ferreira Borges
2" and Transfer of ownership

Removed configuration instruction from the “User” profile
1.7 26/03/2020 Petition Regulation” until the functionality is Bruno Zago Franga Diniz
operating as expected.

Inclusion of information regarding the Change of
1.8 28/05/2020 Legal Responsible and Technical Responsible for Ricardo Ferreira Borges
Operating Authorizations and Special Authorizations

Re-inserted link configuration instruction o
1.9 23/06/2020 » . Bruno Zago Franga Diniz
“Petition Regulatory User” representation

Updated information on payment tabs, awaiting protocol,
open requirements and processes
and specific cosmetic registration guidelines

2.0 30/06/2020 Ricardo Ferreira Borges

Included specific guidelines for free certificate
of practice and vessel health certificate, general petitions from
the General Management of Ports, Airports and
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Borders, applicant update before analysis is completed, and

sanitation registration.

2.1

09/12/2020

Updated information on the functionalities of transfer of ownershig
addition by third party, registration and notification of sanitizers,
change of expression of interest of sanitizers.

Updated information about viewing requirements and compliance
Information about Pix support as a payment method via

PagTesouro has been inserted.

Bruno Zago Francga Diniz

2.2

10/12/2020

Inclusion of “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 by LPCO and LI.

Bruno Zago Franga Diniz and

Ricardo Ferreira Borges

2.6

30/09/2021

Updating information regarding the payment method via PIX

Bruno Zago Franca Diniz

2.7

07/10/2021

Inclusion of information about the use of Single Login

via Gov.Br to access the system

Bruno Zago Franca Diniz

2.8

09/12/2021

Clarification on the validity period of third-party addition

tokens 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 on validating the name of attached
files, information regarding changes to the company name or
address in operating authorizations and information

regarding the registration and notification of health products.

Ricardo Ferreira Borges

3.1

30/06/2023

Update of the “Troubleshooting” section with guidance on
the new Subject Consultation and viewing a process or petition

or filing

a petition linked to this process or petition occurs

Bruno Zago Franca Diniz

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

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

Updating viewing information
of requirements in the Open Requirements tab.

Ricardo Ferreira Borges

3.2 14/08/202
108/2023 Update of the section on transfer of ownership with specific o
. . . Bruno Zago Franga Diniz
information for Toxicology processes.
Update to 50MB maximum file size Bruno Zago Franca Diniz
3.3 28/08/2023
allowed for annex not requested.
Inclusion of information regarding automatic purging .
34 18/09/2023 ) L Bruno Zago Franga Diniz
of drafts with more than 13 months of inactivity.
Evolution of the import/export form by
express shipment including field for inserting the ) )
35 04/12/2023 . . . L . . Ricardo Ferreira Borges
quantity of units, and respective validation, and information
regarding the importation of Cannabis.
Inclusion of information regarding the medication Bruno Zago Franga Diniz
3.6 05/07/2024

notification form (medical gases)

Ricardo Ferreira Borges
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USER MANUAL

1. INTRODUCTION

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

SYSTEM ACCESS

Access the link solicit.anvisa.gov.br

Sistema Solicita 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

= - —
S

restrita:

Entrar com govbr Sl

Solicita now has two login possibilities:

« Traditional access via user email and password, as previously registered in the Systems
Registration

» Access via Gov.Br
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Access via Gov.Br uses the user's registration on the Gov.Br portal, which needs to be updated and active,
combined with the user's registration with Anvisa, to correctly display the companies represented.

The step-by-step instructions and main questions about this access can be found here.

1.1 The system has two access possibilities:
1 — Security Manager or Legal Responsible — Allows the registration and sending of new requests to

Anvisa and the viewing of documents associated with requests made in the Solicita system by the

user.
2 - Petition Regulatory User Link — Allows the registration and sending of new requests to Anvisa and

the viewing of documents associated with requests made in the Solicita system by any user.
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GRANT REGULATORY PETITION USER REPRESENTATION BOND

The representation link “Petition Regulatory User” can be granted to users who are associated with the company in
the capacity of Legal Responsible or Security Manager.

For concession do bond of representation, access o address

https://mww9 . anvisa.gov.brirecadastramento/ and log in using the desired CNPJ information:

@ (2 hitps:/fwwwd anvisa.gov br/recadastramentofLogin.asp?SID=

(& Sistema de Arrecadagio - A % |
8] Acnan o Dol da (L [ P
Cadastramento de Empresa

I

Identificacdo da Pessoa Juridica

P
( ] 2]
CNAE Fiscal |
Pesquise seu CNAE
Sevha
[ | [7] Esaueci minha senha

Cadastrar Nova Empresa

Clique aqui caso tenha problemas de acesso.

Voltar
Passo a Passo

Melhor visualizada com
Internet Explorer 5.5 ou superior.

SIA, Trecho 5, Area Espedial 57, Bloco B, Térreo Brasilia -DF - CEP: 71205-D50 - Central de Atendimento Anvisa - 0800 642 9782

L
Copytight © ANVISA. Todas o direitas reservados VRN

Then, access the “Matrix” menu:
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] Annnmn n Dacial An 'm
E

Menu |

[] Empresas Cadastradas | -
| Ao

[ Filiais [13] | Alteracio na ferramenta "Esqueci minha Senha”.
[J Representantes/Responsaveis
[0 Gestores de Sequranca
[ Mudar Senha da Empresa
[ Verificar Cadastro

Informe

Tnf

| que o procedimento de cadastro de senhas para pessoas juridicas e fisicas foi alterado. Sera
I enviada para o e-mail cadastrado para a empresa ou usudrio uma mensagem com instru¢Bes para

I recuperar a senha de acesso.
|

Solicitamos que atualizem o e-mail cadastrado para a empresa e para seus usudrios.

[ Caixa Postal Para alterar o e-mail cadastrado para a empresa, no menu lateral esquerdo, clique em "Matriz",
O sar Para alterar e-mail de usudrios, no menu lateral esquerdo, dique em "Gestores de Sequranca”.
Mensagem
aqui os dados da
empresa matriz.

SIA, Trecho 5, Area Especial 57, Bloco B, Térreo Brasilia -DF - CEP: 71205-050 - Central de Atendimento Anvisa - 0800 642 9782

Copyright © ANVISA Todos os direitos reservados

Navigate to the bottom of the page, where item 8, “Petition Regulatory Users” is available.
Here all users to whom the link has already been granted will be displayed. To grant it to a user, select “Associate Petition Regulatory

User” (the CPF data and surnames were hidden in the images to preserve the data of people registered in the system):

8 Usudrios Regulatérios de Peticio
CPF Nome do Usudrio Regulatdrio

8.1 BIRA
8.2 GIANPAOLO
83 RICARDO
8.4 MELCT
8.5 CLEBER
8.6 EDNEY
8.7 MASCULINO

I | Associar Usudrio Regulatério de Peticio [}

On the next screen, enter the CPF of the user already registered as Legal Responsible or Security Manager and select “Consult”:

1 Associa Usudrio Regulatdrio de Peticio
1.1 CPF

Nome
L2 GERALDA

[ Associar Usudrio Regulatdrio de Peticio H Voltar |
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Click on “Associate Petition Regulatory User” and the link will be granted to the selected user:

Mensagem

Usuario Regulatério de Peticdo Associado com sucesso!

Voltar
To revoke a user's link, select the “Matrix” menu again, navigate to the bottom of the page, in item 8, and click on the desired user's
name.
1 Associa Usudrio Regulatério de Peticdo
| CF
Nome
12 GERALDA

[ Desassociar Usuario Regulatdrio de Peticao ] [ Voltar I

Then click on “Disassociate Regulatory User from Petition” and the link will be revoked for the selected user:

Mensagem

Usudrio Regulatdrio de Peticio Desassociado com sucesso!

Voltar
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2. CHOICE OF COMPANY TO BE REPRESENTED

All CNPJs to which the user is linked will be displayed. Choose the company you want to represent

<« €3 @ P o petrinnamentn. hamaln ANEA DA et s armen sslas ol ket oy

Ususno g Tests ANvisa v

‘- Peticionamento

= Peticionamento

Select the company

Click 'Ok’
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3. HOME SCREEN

The home screen will display two main sections

o i | i 2 [ Gt Bk | o4 + - 8w
* O 8 repe/sion ramsiog: ® O 8 & i
B dem Q) ANk Consid. | A @ s @ isns. @ Masmee B @ [——rl kL . ® i i
T s deTosa i
< Solicita 10101081 INPAISACETISE LT iy
@ feconsneee | Caixa Postal
] Jros—— =
s
- S Jo— ssano . —— sros sk L apes
a 1]
“ °
Fuioo 121560 3764 8o -‘H s | o
[ o ot o o eiiny ——— ]
& Teeca pBdma A | B weodeiiadoa 4 8 s M0 & 8 wiomaveaidos A B solomamiadea A bbw s X

The Sidebar, where you can choose which features you want to use

| ﬁ:ﬁ Peticionamento v

[® Rascunho
£ Pagamento
(© Aguardando Protocolo

63 Caixa Postal o
[4 Exigéncias em Aberto €B)

[ Processos

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

Rascunho

[ oo - [P =

or. cuAgho o1, t0IgAD RESPONSAVEL KDIGAD AGOES

n

orscRho

Page 13/132



Machine Translated by Google

I & :
— - l_ Agéncia Nacional
_l r— de Vigilancia Sanitaria
| MNU - User Manual

4. DRAFT SCREEN

When accessing the system, if there is no new message in the mailbox, the first screen that will be displayed is the drafts screen:

Os rascunhos serdo excluidos apds 13

Rascunho @ meses da dala da (itima edicio
[ [ B -
DESCRICAD DT. EXCLUSAO AUTOMATICA RESPONSAVEL EDICAD AGOES

8024 - EQUIPAMENTO - Notificacdo de Dispi

When triggering m

linked to an existing process as long as it is linked to the CNPJ used to

It will be possible to register a new process/initial petition or a new secondary petition/petition

access the request.

I Novo ~ & Exportar Excel
Peticao Inicial

Peticao vinculada a um processo ja existente

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

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

Os rascunhos serdo excluidos apés 13
meses da data da ultima edicdo.

Rascunho @

& Exportar Excel
When triggering It will be possible to export the drafts present in the lines to Excel

present at the bottom of the form
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When filling in the n and activate the

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

When triggering the advanced search criteria will be displayed

In the advanced search the search criteria are:

 Description — Presents results referring to the subject code or description of the subject of the
sketch;

* Responsible Editing — Presents results referring to the person responsible for the last edit in the draft or, when
no changes occur after creating the draft, the user responsible for creating the draft;

« Dt. Creation — Displays results relating to the draft creation date. When filling in the
Start and End fields it is possible to perform searches within a defined period

« Dt. Automatic Deletion — Displays results regarding the automatic deletion date of the
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:

DESCRICAO OT. CRIAGAO DT EDIGAO DT, EXCLUSAO AUTOMATICA RESPONSAVEL EDIGAC ACOES

The fields display the following information:

« Description - Field in which the subject code and description of the subject are presented
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« Dt. Creation - Field in which the draft creation date is displayed
« Dt. Edition - Field in which the draft edition date is displayed;
« Dt. Automatic Deletion — Field in which the date for automatic deletion of the
sketch;
« Editing Responsible - Field in which the name of the person responsible for the last modification is displayed
made on draft;

« Actions — Allows you to perform three actions

change button - Allows you to edit a draft
View button - Allows you to view a draft without the possibility of editing
Delete button - Allows you to delete a draft
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5. CREATING A DRAFT OF A PRIMARY PETITION

I Novo v & Exportar Excel

Peticdo Inicial .
By selecting the “Initial Petition” option on the “New” page will open a

with forms relevant to the petition.

‘- Solicita

On this page there are initially 2 blocks, the first indicating the petitioner's data, which is already filled in with their name, their CPF,
the name of the chosen company and the respective CNPJ, and the second the general data area of the petition , with a field

containing the subject chosen for the process and a

search button to , to open the subject search screen, where the search will be carried out and then

select the subject.

At the bottom there are 4 buttons, namely:

Fechar
: : A pop-up will open confirming the closure of the petition, informing that

all unsaved data will be discarded.

Fechar peticao

Todas as altera¢des ndo salvas serao descartadas. Confirma?

— m
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E:}‘ Validar
. It will check if the form was filled out correctly, if not, a red message will be displayed at the

top of the screen informing you that there are corrections to be made.

v Existem corregBes a serem feltas no formulério,

|

Salvar

: It will save the process with the currently filled data, being mandatory to select at least the
subject. If there is something that makes saving impossible, a message will appear informing you of the problem,

as in the following example:

: Sends the process.

When pressing the button “ next to the “Subject” field, the following screen will open
Selecione o assunto

Atividade/Tipo de produto

Selecione v
Servico
v
Codigo Descricdo
Q Pesquisar

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

desired one:
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Atividade/Tipo de produto

Selecione

Selecione

Toxicologia

Portos, Aeroportos e Fronteira
Empresas

Medicamento

Alimento

Produtos para Satide (Correlatos)

Codigo

: You can enter the desired Subject code for searching.

Descricdo

: In which a
description of the subject for research.

Servico

. In which the desired service can be selected, according to those listed for Anvisa on the Gov Br Portal. It is
possible to search for the service by typing part of the service name (“auto-complete” functionality). When
selecting a service, the petition subjects related to it will be displayed as a result. This functionality is still
under construction and may present inconsistencies.

Q Pesquisar

: Button to confirm the search using the information entered and/or selected, and can also

be used with empty fields, thus opening and displaying the answer list with all the
existing subjects
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Selecione 0 assunto

Atividade/Tipo de produto

Selecione v
Servico
v
Codigo Descricdo
Q Pesquisar
Atividade/Tipo de
Cédigo Produto Descri¢dao
11396 Medicamento DINAMIZADO - (CLONE) - Historico de Mudancas do Produto COM inclus@o de modificag 3

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) - Autorizacdo Sanitaria (com concentracdo de T >

HC acima de 0,2%)

11537 Medicamento PRODUTOS DE CANNABIS (FITOFARMACO) - Autorizacdo Sanitaria (com concentracdo de >
THC até 0,2%)

11538 Medicamento PRODUTOS DE CANNABIS (FITOFARMACO) - Autorizacdo Sanitaria (com concentracdo de EY
THC acima de 0,2%)

287 Cosmeético Registro de Produto Grau 2 - Nacional EY
2871 Cosmético Registro de Produto Grau 2 - Importado EY
3874 Saneantes Registro de Produto de Risco 2 - Inseticida para Empresas Especializadas Y
4007 Alimento Registro de Agua Mineral Natural e Agua Natural >
4030 Alimento Registro de Novos Alimentos e Novos Ingredientes IMPORTADO >
Exibindo 1 a 10 de 180 itens . - 20l3lals!| |18l 10 v
EY

To select the desired subject from the list of results, click on the arrow to the right of the desired item”.
Note: If there are more than 10 results, it will be possible to navigate between the results pages using the navigation bar that will

appear below the list of results or use the selector on the side of the bar to define the display of a greater number of subjects on the

screen of research.
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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, namely “Form Templates”, “Legal Basis” and “Documentation”, already filled in with

initial data.

In the “Form Templates” block, the form template for filling out can be made available for download, which, once
completed, can be linked to the corresponding item in the “Documentation” block.

- Solicita

In the “Documentation” block it is possible to see the columns “N°”, which displays the item number, “Iltem”, which
displays the nameftitle of the Item, “Required”, where “Yes” will be displayed if it is mandatory to include file(s) for
that item, “Files”, where the files selected for each item will be displayed, and “Actions” where,

on each item, there will be a button.
The system will apply a filter that will automatically replace invalid characters that may be in the name of each file
with an underscore (_). Invalid characters include

programming language delimiters (control &/invisible <> ), line jumps and tabs (\n \r \t ), characters
(ESC, DEL, null, end of text, ...), among others. This change does not change the content of the files.
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Depending on the selected subject code, other blocks of information may be made available on the petition form; see the final sections
of the Manual for specific guidance on each form.

When clicking the button A screen will open for you to attach one or more files relevant to the

item. Files can be up to 50 MB in size and have the extensions jpg, jpeg, bmp, png, pdf, doc, docx, xIs and xIsx.

Selecione ofs) arquivo(s)

When you click send, if everything is correct, the sending confirmation box will appear,

e s s .t TUCARDO FERREIRA BORGES .,
‘- Solicita -
o Confirmagdo de envio - EMPRESA DE TESTE LTDA. (v$01)

A Atengdol Antes de confirmar o envio é necessério visualizar todos os anexos.
Ao confirmar o envio a peticao sera protocolada e nao sera possivel realizar a alteracao das informagoes.

Local de Solicitagao *

Documentagdo

N* ITEM OBRIGATORIO ARQUIVOS ACOES
1 Formuldrio de Peti¢do Sim 1.pdf F 4
Fechar @ valicar Salvar > Enviar

©2021 Agéncia Nacional de Vigilancia Sanitaria - Todos os direitos reservados | Solicita 3.4.0

showing the documentation items with the name of the inserted attachments.

Confirmar Envio )
To confirm the sending, you must click on attachments before . click on the names of the

viewing the files. After clicking, the “Viewed" field will change from No to Yes.

A Atengiol  Antes de CONSrmar 0 o0 & NICEISENG Wiz 10d0s 0 Mneaos
Ao confirmer o emvio a petgio sers protocoliade & niio ser i posalvel realsar & atetagio das informegdes

e (o= (v
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Confirmar Envio

After . It will not be possible to make any changes to documents.
If the request requires payment of a fee, a window will be displayed with information about the petition awaiting payment

Peticdo aguardando pagamento |

Favorecido: 74.535.250/0001-62 - EMPRESA TESTE BB
Assunto: 4110 - Avaliagdo de inclusdo de coadjuvantes de tecnologia, exceto enzimas
Numero de Transag¢do: 38452019

& Selecionar Pagamento

The button . When clicked, the window below opens

-, Pagamento
T

Escolha a forma de pagamento:

I ?u\.uwcg

Gerar Boeto PagTesouro
(Pagamento Oniine)

Naocra o6 oibeca Sanaied - ToocH 08 Swate MHNact ANVISAATENDE - 0300442575 - wenmal
Sa Indisa @ Abasmormenio (SiA) - Teche & Area Espacal 57. Srmiia (OF) - CEP T1208-0%0 ¢ 20052009

bl /
s ANVISA

showing payment options: Generate Boleto, which allows printing the GRU for payment; and PagTesouro, which allows payment by Credit Card

or using Pix.
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When selecting the Generate Boleto option, it will be possible to print the GRU for payment. Clicking
Conduir
you will be redirected to the draft screen again. The request that was completed

but has not been paid will still be available in the “Payment” tab, and payment can be made by clicking

3 00:00

Selecionar Pagamento
The button

: again, the Generate Boleto or PagTesouro option can be chosen.

When selecting the PagTesouro option, the 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 complete the payment. The code will also be displayed in full, for use on the

institution's website.

QOUTOQ

Dados da Solicitagdao do Pagamento Formas de Pagamento

Descrigdo Selecione a forma de pagamento:
1 - Taxa de Fiscalizagao de Vigildncia Sanitana-TFVS

Nome do contribuinte E

EMPRESA DE TESTE LTDA. (VS01) Débito

Online

CNPJ do contribuinte
11.111.111/0001-91

Numero de referéncia
9782502020

Valor total do servigo
R$ 2659,35

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

Identificagao do pagamento
4B6vbQFKg6BP27GtOBLMN9

Descrigao
141 - ANM-TAXA VISTORIA FISCALIZACAO

CNPJ do contribuinte
74.535.250/0001-62

Nuamero da transagédo
31908070000000143

- t
TesouroNACIONAL

Conduir

o

Imprimir

Pagamento realizado com sucesso.

Data e hora do pagamento
07/08/2019 19:00:55

Instituigdo financeira
Simulador BB

Nome do contribuinte
EMPRESA TESTE BB

Valor pago
R$ 351432

Concluir

MINISTERIO DA PATRIA AMADA

ECONOMIA BRASIL

Clicking you will be redirected to the draft screen again.

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

Peticdo enviada com sucesso

MNU - User Manual

Favorecido: 11.111.111/0001-91 - EMPRESA DE TESTE LTDA. (VS01)
| Assunto: 11396 - DINAMIZADO - (CLONE) - Historico de Mudangas do Produto COM inclusdo de modificacdo
exclusiva HMP
Numero de 34072019
Transacgao:
Protocolo: 25352003690201916
Processo: 25351001503201961
Expediente: 0004612191

Tipo de Documento:  Processo

Protocolizador: - Usuario de Teste Anvisa em 15/07/2019 10:55:36

& Imprimir Comprovante
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When cIicking & Imprimir Comprovante

The page ready to print the receipt will open.

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

Ik

I_ AGENCIA NACIONAL DE VIGILANCIA SANITARIA
»

—

!

COMPROVANTE DE PROTOCOLIZACAO ON-LINE

I

Protocole:

253520036902019216

Expediente:

0004612191

Numero de Transacdo:

34072019

Tipo de Documento:

Processo

Nimero 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

When finished, you will be redirected to the drafts screen again.
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6. CREATING A DRAFT PETITION LINKED TO AN EXISTING PROCESS

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

To create a draft of a petition linked to an existing process, on the Draft screen select

New and then linked Petition toaprocess existing
I Novo - & Exportar Excel
Peticao Inicial

Peticdo vinculada a um processo ja existente
", A new tab will open in the similar browser

the following example:

- Solicita

Peticio

02019 ApPncia Maconal de Viplinca Sanéna - Todas os drefos reservadas | Sobota 1.0.9

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

second with the general petition data.

[ o]

When clicking the button n next to the “Origin Request” field, a window will be available to

research and selection of the petition to which the request will be linked.
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Selecione a peticdao desejada

ocess Assunto Expediente

When entering the desired data and clicking on, processes & g to the searched criteria will be listed, provided they

are submitted by the accessed CNPJ.

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

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

Important!
» The Digital Service selector, when the screen used is for 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

Change, Cancel and Renew Cosmetic Registration, among others.

« Petitions related to an investigation dossier are only available to receive a secondary petition once a requirement is issued by
Anvisa or when the petition is published.

« Depending on the selected subject code, other blocks of information may be

available on the petition form.

* When indicating as a “Petition of Origin” a secondary petition/petition linked to a process, it will only be possible to link requests
for additions, withdrawals, appeals and rectifications to these

petitions, according to the warning displayed on the screen:
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Selecione o assunto

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

Atividade/Tipo de produto

Alimento d
Servico
v
Cadigo Descricao
Q Pesquisar
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7. PAYMENT TAB

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

-~ Solicita Usuudrio de Teste Anvisa

4S5 7500001 62 - IMPRLSA TESTE B8

R Peticionament Pagamento

pr— B -

w
seagio | DESCICAO G vALOR

coto @0
©
(=]

This tab contains transactions that are awaiting payment or payment clearing and whose due date is later than the current

date. “Overdue” transactions will not be displayed in this tab, as it would no longer be possible to make the payment.

& Exportar Excel

On the screen, a button listed below is , which issues an excel with the petitions waiting for the quick
payment available below same, one filter

n and a button to open the filter

advanced:

This, when activated, presents the advanced filter that can be used to search for a payment by:

« Transaction number - Displays results referring to the transaction number.
« Description - Displays results referring to the description of the transaction.

* Guide - Displays results referring to the guide number.
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« Value - Displays results regarding the value of the transaction.

« Issue Date — Displays results referring to the issue date between the chosen dates

« Expiration Date - Displays results referring to the due date between the dates
chosen

« Product Name — Displays results referring to the product name (if any)

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

« Number of Knowledge — Presents results referring to the number of knowledge (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 referring to the AFE/AFE number. Applicable only for
processes and petitions related to Operating Authorization or Special Authorization.

« Digital Service — Displays results referring 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, so it may present
inconsistencies.

The payment list has the columns “Transaction Number”, “Description”, “Guide”, “Amount”, “Dt. Issuance”, “DT.
Expiration” and “Actions”, which presents the possible action buttons for each payment, which are:

Allows you to choose the type of payment when issuing a duplicate of the GRU or allowing access to the
Treasury

Prints the transaction statement.

Allows viewing of the request.

DESCRICAO GUIA VALOR DT. EMISSAO ACOES

Ne O
TRANSACAO VENCIMENTO
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When selecting the “Waiting for Protocol” option in the side menu, a page like the example below will be displayed:

~r Solicita i sl
& Aguardando Prc o
& Expor n =
d o D :"‘:MWM DESCRICAD ?:AM RESPONSAVEL o
o - 3
o
) ) ) & Exportar Excel . L
A button listed in the table below is , which outputs an Excel file with the protocols
available on the screen, a quick filter
n andabuton o open the

advanced filter

which, when activated, presents the advanced filter with search options:

« Transaction Number - Displays results referring to the transaction number.

« Description - Displays results referring to the description of the transaction.

» Responsible - Presents results referring to the person responsible.
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« Dt. Transaction - Displays results referring to the date of the transaction between the period entered.

The list of protocols has the columns “Transaction Number”, “Description”, “DT. TRANSACTION”, “RESPONSIBLE” and
“ACTIONS".

-

TRANSACAO

DESCRICAO RESPONSAVEL ACOES

You can perform some actions by clicking on the action buttons:

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

: Opens the petition in a new tab, with details and on a similar page as in the action of opening a new petition. This
button is only displayed for flows started in Solicita, and only for the user who performed the protocol or for users who
have the Petition Regulatory User link. In cases where an addition was made by a third party, the field may be disabled

if the third party chooses not to share the information with the person requesting the process or petition.
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When selecting the “Mail Box” option in the side menu, the screen will open listing the read and unread messages related to the

company's CNPJ through which access to Solicita was made. Every time there is an unread message and the user tries to access

some functionality, it will first be forwarded to the mailbox.

As of July 2020, messages of the type “Proof of Protocolization” will have their reading requirement removed, so that these messages

will no longer prevent the use of other system functionalities while they are unread. This exception applies only to messages of this

type; the other messages remain mandatory reading before using the other system functionalities.

-~ Solicita

Caixa Posta
& Exportar Excel

REMETENTE ASSUNTO
o

Usasirio de Teste Anvisa
1119111110011 - EMPRESA DE TESTE LTDA. (VS01)

OF. tETURA RESPONSAVEL LEITURA AgBEs

_ _ _ & Exportar Excel
A button is available on the screen just below
it, a quick filter
advanced, what, o the to be activated,
Dt. Envic Dt. Leitura
=] = o

which can be used to search a message by:

« Sender - Displays results referring to the sender.

, Which outputs an excel with the messages listed

n and a button

it presents o

to open the filter

advanced filter

@ Limpar
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Responsible for reading — Presents results referring to the person responsible for reading

« Shipping Date - Displays results referring to the shipping date between the selected period
« Reading date - Displays results referring to the reading date between the selected period

The message list has the columns “Sender”, “Subject”, “DT. SHIPPING”, “DT. READING”, “RESPONSIBLE

READING” and “ACTIONS”, which have a
button in a new browser tab.

REMETENTE

ASSUNTO

DT. ENVIO

DT. LEITURA

which when activated opens the detailed message in

RESPONSAVEL LEITURA ACDES

DePDDPDRPDRDRDRDPDDRDDRDRD

GERENCIA DE TECNOVIGILANCIA

GERENCIA DE AUTORIZACAO DE FUNCIONAMENTO

GERENCIA DE AUTORIZACAO DE FUNCIONAMENTO
GERENCIA DEAUTORIU\(}U DE FUNCIONAMENTO
GERENCIA DE AUTORIZACAO DE FUNCIONAMENTO
GERENCIA DE AUTORIZACAO DE FUNCIONAMENTO
GERENCIA DE AUTORIZACAO DE FUNCIONAMENTO
GERENCIA DE AUTORIZACAO DE FUNCIONAMENTO
GERENCIA DE AUTORIZACAO DE FUNCIONAMENTO
GERENCIA DE AUTORIZACAO DE FUNCIONAMENTO
GERENCIA DE AUTORIZACAO DE FUNCIONAMENTO
GERENCIA DE AUTORIZACAO DE FUNCIONAMENTO
GERENCIA DE AUTORIZACAO DE FUNCIONAMENTO
GERENCIA DE AUTORIZACAO DE FUNCIONAMENTO

GERENCIA DE AUTORIZACAD DE FUNCIONAMENTO

Notificagdo de Exigéncia N° 0045753/15-1

COMPROVANTE DE PROTOCOLIZAGAO ON-LINE
COMPROVANTE DE PROTOCOLIZAGAO ON-LINE
COMPROVANTE DE PROTOCOLIZACAD ON-LINE
COMPROVANTE DE PROTOCOLIZAGAO ON-LINE
COMPROVANTE DE PROTOCOLIZACAO ON-LINE
COMPROVANTE DE PROTOCOLIZAGAQ ON-LINE
COMPROVANTE DE PROTOCOLIZACAO ON-LINE
COMPROVANTE DE PROTOCOLIZAGAQ ON-LINE
COMPROVANTE DE PROTOCOLIZACAQ ON-LINE
COMPROVANTE DE PROTOCOLIZAGAO ON-LINE
COMPROVANTE DE PROTOCOLIZACAQ ON-LINE
COMPRQVANTE DE PROTOCOLIZAGAO ON-LINE
COMPROVANTE DE PROTOCOLIZACAQ ON-LINE

COMPROVANTE DE PROTOCOLIZAGAO ON-LINE

11/07/2019 11:23

11/07/2019 10:34

11/07/2019 10:32

11/07/2019 10:07

10/07/2019 17:22

10/07/2019 17:05

10/07/20

10/07/2019 17:04

10/07/2019 17:01

10/07/20

10/07/2019 17:.01

10/07/2019 17:00

10/07/2019 17:00

10/07/2019 16:59

10/07/2019 15:55

11/07/2019 11:36

11/07/2019 10:35

11/07/2019 10:32

11/07/2019 10:20

10/07/2019 17:33

10/07/2019 17:05

10/07/2019 17.05

10/07/2019 17:05

10/07/2019 17:05

10/07/2019 17:05

10/07/2019 17.05

10/07/2019 17:00

10/07/2019 17:.00

10/07/2019 16:59

10/07/2019 16:29

- Usudrio de Teste Anvisa

Renata

- Renata

Usuario de Teste Anvisa

- Usuario de Teste Anvisa

Usuario de Teste Anvisa

- Usuario de Teste Anvisa

Usuario de Teste Anvisa

- Usuario de Teste Anvisa

Usuario de Teste Anvisa

- Usudrio de Teste Anvisa

Usuario de Teste Anvisa

- Usudrio de Teste Anvisa

- Usudrio de Teste Anvisa

- Usuério de Teste Anvisa

Exibindo 1 a 15 de 3399 itens

-+ Solicita

£ NOTIICAGRO DE BOGENCIA NF 00457537151

0
- SN

L nstncia macionns oe vien incin sasamism
SIA THND 5. S eapacal 57« FIBS050
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10. OPEN REQUIREMENTS TAB

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

- Solicita

PO DE R EXPEDENTE or or O, LIMAITE PARA
R R EoGiNCA LETURA ) CUMPRIMENTO

©2019 Aghncia Maconal de Vighinda Sanitiria - Todos os dirsitos reservados | Solicta 1.0.7

On this screen, any requirements issued by Anvisa in processes or petitions related to the CNPJ of the company through which
Solicita was accessed or requirements for which the logged-in company is the recipient of the requirement are available for viewing.
Requirements can be viewed both for requests made by Solicita and made through the Electronic Petition System (available at

http://www?9.anvisa.gov.br/petimentagéo/sat/global/acesso.asp), in addition to initiated processes and petitions by Anvisa itself.

This screen displays unfulfilled requirements, unfinished processes or petitions that were sent as of 08/01/2019. In this way, the
requirements that remain unfulfilled in processes and petitions that reach a "finalized" documentary status, such as consented,
published acceptance, closed petition, withdrawal upon request or cancelled, for example - that is, for which Anvisa's role in the

claim has already been finalized - will no longer be displayed in the open requirements tab.

_ ) _ & Exportar Excel o _ _
A button is available on the screen in the , which issues an excel with the open requirements

n and a button for

open the advanced filter which, when activated, displays the advanced filter with the fields for filtering:

table below, a quick filter
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« Process - Displays results referring to the process number

« File - Displays results referring to the file number

« Description - Presents results referring to the description of the requirement

* Requirement File - Presents results referring to the requirement file number

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

« Activity/Type of products - Displays results relating to the type of product « Omit expired

requirements - Displays results that are not due

« Dt. Requirement - Displays results referring to the requirement date between the selected period

« Dt. Reading - Displays results referring to the reading date between the selected period

« Dt. Limit - Displays results referring to the limit date between the selected period

« Product Name — Displays results referring to the product name (if any)

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

» Number of Knowledge — Presents results referring to the number of knowledge (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 referring 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 referring to the AFE/AFE number. Applicable only for
processes and petitions related to Operating Authorization or Special Authorization.

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

Product”, “EXPEDIENT”, “EXPEDIENT REQUIREMENT”, “DT. REQUIREMENT", “DT. READING”, “RESPONSIBLE
READING”, DT. LIMIT FOR COMPLIANCE" and “ACTIONS”, this being
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last where the button is located in each process, which, when clicked, opens the process in a new
browser tab, the same as the one displayed when starting a process in the “Draft” tab, allowing requirements
to be met for each open requirement.

x ATVIDADETIPO DE EXPEDIENTE DT, f DT. LIMITE PARA
PROCESSO DESCRICAO o EXPEDIENTE EQGENCIA BIGEN DT. LEITURA RESPONSAVEL LEITURA CUMPRIM AGOES
- D6/ 4\ i d
25351001312201908 7086 - CUMPRIMENTO DE EXIGENCIA Empresas 002812196 0002816199 ::"’4 s (:0733/2018 B 12/10/2018 00:00 ra
5. :
NSUMOS FARMACEUTICOS ATIVOS 13/06/2019 13/06/2019 FLAVIA
25351001271201941 oo CEUTIOOS = Empresas 002561190 0002571192 siln Aoera01S 5

x 1110/201911:14
0 de SUBSTANCIAS COMPLEXAS 10:54 11:14 i Ll iz

Produtos para Satide ~Usuério de

25351001274 i E 002601192 0002607197 12019 12:0
Produtos para Satid - Usudrio de

25351001313201944 LGRS TG s oara e 002823197 0002833199 L Sicd 12/10/2019 11:35
Ao de Campo d (Correlatos
80167 - TECNC nicial  Produtos para Satde Usuario d

: i iRriic i 003390190 0003414192 Rk 7/10/2019 13:

de

Gt 20':‘ : TECNOVIGILANCIA - Monitoramento de  Produtos paraSatide  ooooy poopoo, Usuério de T s
cdo de Camy

e MATERIAL (Correlatos)

For processes of the “TOXICOLOGY” product type — except those related to wood preservatives -

It is possible to request a deadline extension by clicking the button in the process or the respective process,
as shown below. This button, when clicked, opens the process in a new browser tab, the same as the one
displayed when starting a process in the “Draft” tab, allowing an extension of the deadline to be requested to
comply with the requirement.

= Solicita S T

o TWVOADLTPO0 O —— LR ' z oA runis

- e - oreo e on i N .
v ]
(s ]

€Y Aghvacus hemcioral e Vighieeia Sarstiria Todkon e Breiion reservedon. | Sbts |13 NAFHOT
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11. PROCESSES TAB

When selecting “Processes” in the side menu, the page showing the list of processes will be displayed
related to the CNPJ of the company through which access to Solicita was made and some actions:

e Teste Anvisa o
ESTE LTDA (01

== Solicita st

11.111.11/0001.51 - EMPRES!

Ay Peticionament Processos

& Exportar Excel “ =

ATVIDADETIPO DE ot - ot
° epoceRg wErio PRO0UTO oA TS SITUAGAD

The processes related to the Investigation Dossier and its linked petitions or Health Administrative

Process are only available for viewing once a requirement has been issued
by Anvisa or when the process or petition is published.

. _ & Exportar Excel
A button is available on the screen , Which issues an excel with the processes displayed in the

table, a quick filter and a button

to open the advanced filter:
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@ Limpar -m

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

* Process - Displays results referring to the process number

« Petition file number - Displays results referring to the petition file number

 Transaction Number — Displays results referring to the transaction number

« Description - Presents results referring to the process description

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

« Status — Presents results regarding the status of the process

« Dt. Entry - Displays results for the entry date between the selected period

« Dt. Situation - Displays results referring to the date of the situation between the selected period

* Product Name — Displays results referring to the product name (if any)

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

* Number of Knowledge — Presents results referring to the number of knowledge (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 referring to the AFE/AFE number. Applicable only for
processes and petitions related to Operating Authorization or Special Authorization.

« Digital Service — Displays results referring 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 list of processes has the columns “PROCESS”, “DESCRIPTION", “ACTIVITY/PRODUCT TYPE”",

“DT. ENTRY”, “SITUATION", “DT. SITUATION" and “ACTIONS", the latter of which has a button when pressed,
which opens the process information in a new tab:

, what,

iy e _u Usudrio de Teste Anvisa
== Solicita et b esve i )
PROCESSO - 25351001826201874 LAl EXPEDIENTE N° 0300622181 + Nova Peticlo
= i 5056 - Auto ds itdria - GGTOX [0300622181] - 01/01/8953

Assunta:
mento - Alimen
Encontra-se na

Desde

Fublicagdo (RE - Data Resolugdo)

©2019 Agancia Nacional de Vigilancia Sanitaria - Tados os direitos reservados | Solicita 1.0.7

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

electronic documents and opinions linked to the process and petitions in the sidebar:

" . AR
M - S0l /

viedicamento de Keterer

PROCESSO -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 the summary of the file:
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EXPEDIENTE N° 0300622181 + Nova Petigdo
Assunto: 5056 - Auto de Infra¢do Sanitéria - GGTOX
Encontra-se na COPAS - COORDENACAO DE PROCESSO ADMINISTRATIVO SANITARIO
Desde 19/06/2018
Publicagao (RE - Data Resolugao) Ndo Publicado

You can add a new petition to the process by clicking the button + Nova Peticao

When clicking on the process or a petition in the sidebar tree, a summary of the case will be displayed on the right.

same:
EXPEDIENTE N° 002702192 4+ Nova Peti¢do || & Imprimir Protocolo || & Imprimir Extrato | @ Visualizar
Favorecido: 11.111.111/0001-91 - EMPRESA DE TESTE LTDA. (V501)
Assunto: 80171 - TECNOVIGILANCIA - Monitoramento de A¢do de Campo de MATERIAL
Numero do Processo: 25351001826201874
Numero de Transacdo: 29962019
Numero de Protocolo: 25352001883201924
Situacdo Encaminhado ao setor
Encontra-se na GETEC - GERENCIA DE TECNOVIGILANCIA
Enc. 14/06/2019
Publicacdo (RE - Data Resolugdo) Nao Publicado
PAGAMENTOS
N° Ano Valor Valor Pago 2°via GRU
1939 2019 R$ 0.00 ISENTO |

HISTORICO DE SITUACOES

Situacao Data Inicial Data Fim

Encaminhado ao setor 14/06/2019 01:39

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

4+ Nova Peticao
: Opens a new petition from the currently displayed petition.

& Imprimir Protocolo
: Opens the window for printing the online filing receipt. The protocol can be printed for petitions

submitted in person, via the electronic petitioning system or through Solicita.

& Imprimir Extrato
: Opens a window to print the statement with the petition data.
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@ Visualizar
: Opens the petition in a new tab, with details and on a similar page as in the action of

opening a new petition. This button is only displayed for flows started in Solicita, and only for the user who
performed the protocol or for users who have the Petition Regulatory User link. In cases where an addition
was made by a third party, the field may be disabled if the third party chooses not to share the information
with the person requesting the process or petition.

Important! Petitions related to an investigation dossier do not present the information “situation”, “is

in”, “since”, “payments” and “history of situations”, as they are considered confidential according to
item VIII, of article 23 of the Law n° 12,527, of November 18, 2011.
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12. SERVICE EVALUATION

In order to allow the user to evaluate the service provided, Solicita presents two possibilities for the user to send their opinion using

the Ministry of Economy's evaluation module.

The evaluation module is a functionality that is being implemented gradually, where the services that are included in this functionality

will allow access to an evaluation questionnaire in the format below:

Avalacso do Serwgo

Nome do Servico Solicitado

Agéncia Nacional de Vigilanca Sanitana (ANVISA)

Como foi a sua experiéncia com o servigo?

Péssima  Ruim  Satisfatéria Boa  Excelents

Once the service evaluation has been entered, the form will be complemented by presenting criteria that justify the evaluation given.

Avakacao do Servigo

Nome do Servico Solicitado

Agéncia Naconal de Vigilanca Santana (ANVISA

Como foi a sua experiéncia com o servigo?

*ttt@
-

Péssima Ruim S
Por qua?
Atendimento [ &
Rapidez Esforgo Confiabilidade

When you click on send evaluation, a screen will be displayed informing you that the evaluation was registered successfully. It will

only be possible to carry out an evaluation upon request.

Avaliacao Registrada com sucesso!

Deseja registrar um elogio ou reclamacao?

SIM. REGISTRAR UM SIM, REGISTRAR UMA
ELOGIO RECLAMACAD

NAD, OBRIGADO
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The evaluation questionnaire can be accessed through the flows described below:

12.1. END OF PETITION FLOW

At the end of the flow of petitions, for which the fee is waived, the “Petition sent successfully” screen will be available.
In the bottom corner of the screen, the link “Evaluate our service” will be available.

Peticdo enviada com sucesso

Favorecido:

Assunto:

Niamero de Transagao:
Protocolo:

Processo:

Expediente:

Tipo de Documento:
Protocolizador:

& Imprimir Comprovante

Avalie 0 nosso serv co

12.2. PROOF OF PROTOCOLIZATION

After completing the registration, the system issues a proof of registration and, in the services served by the evaluation module,
this proof will display the link “evaluate our service”.

£3 COMPROVANTE DE PROTOCOLIZAGAO ON-LINE 8 Imprimir || % Fechar

<. ANVISA
"I AGENCIANACIONAL DE VIGILANCIA SANITARIA

COMPROVANTE DE PROTOCOLIZAGAO ON-LINE

Expediente:
Numero de
Transagdo:
Tipo de
Documento:
Numero do
Processo:
Nome do
Produto:
Favorecido:

Assunto:

Pro On-Line via Px - Eletrdnico por.
em 08/07/22 11:25:56

Proof of protocolization can be accessed through the mailbox or through the “print protocol” button on the processes tab.
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13. SPECIFIC GUIDELINES
CHANGE OF SANITATION NOTIFICATION AND EXPRESSION OF INTEREST IN CONTINUATION

SALE
Functionality available only for “Sanitizing” type processes.

To start requesting a request to change the sanitation notification, it is necessary to access the drafts tab
and click on the “New” button, selecting the option “Petition Linked to an Existing Process”.

When selecting the notification to be changed, your data will be loaded on the screen in a form identical to
that used in the initial notification.

Due to the migration to the Solicita system, information regarding “pH Standard Deviation”, “Corrosivity”,
“LD50", “Substance” and “Type of Measurement” from notifications prior to August/2020 may be loaded
incompletely. The company must fill in the mandatory fields to make this petition possible. Once this update
has been carried out, the next changes to these notifications will have their forms loaded appropriately.

To express interest in continuing sales, the system will automatically update the product's expiration date at
the end of the petition flow. This update will only occur if the protocol is carried out within the regulatory
deadline defined for this request.
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CHANGE OF LEGAL RESPONSIBLE AND TECHNICAL RESPONSIBLE FOR AFE/AE

Functionality only available for “Companies” type petitions.

Start a petition linked to the AFE process you want to change by following the steps described in this manual. If you
do not know which process number linked to AFE you wish to change, this information can be obtained through the
Company Operations query, “Consultar Empresa Nacional”, available at https://consultas.anvisa.gov.br/# /
companies/companies/

Dados da Empresa Nacional
Razao Social CNPJ
EMPRESA DE TESTE LTDA. (VSO01) 11.111.111/0001-91

Nome Fantasia
EMPRESA DE TESTE LTDA (VS01)

Endereco na Internet SAC

WwWW anvisa gov.br 1212121212
Endere¢o Completo Cidade/UF
SIA Trecho 5 area especial 57 - Asa Norte CEP: 75.012-200 VITORIA/ES

Responsavel Técnico Responsavel Legal

CAFURA RA

Dados do Cadastro

Cadastro N° Data do Cadastro Situacao
1.36725-4 19/10/2004
N° do Processo Cadastro

1 - Medicamento

Atividades / Classes

Dispensar

* |nsumos Farmaceuticos
* Medicamento

Manipular

* |nsumos Farmaceuticos

Voltar

Select the subject corresponding to the change you want to make: change of legal responsible or change of
technical responsible.

After choosing, a block of information will be made available regarding the legal or technical person responsible,
depending on the subject chosen.
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Responsaveis *

- Alexandre [ - ADEMIR
andre (<] - ALESSANDRA
-ASD
- BETAN
-Bira
BRUNO

coCCCOCOC

- FRFNFR

In the first field, the system will inform which AFE the request will change the legal responsible or technical responsible information for.

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 described with their respective names and CPF (the CPF data and surnames

were hidden in the images to preserve the data of people registered in the system).

Responsaveis *

- Alexandre

- andre

- ASD

- BETAN
gira

- BRUNO

coeocoCcCcOoO0OCO

- FRENFR

The right column , marked in blue, indicates the users who will be updated as legal or technical managers (depending on the chosen
subject) of the company after sending the request. When the subject is selected, the right column will contain users who are currently
registered as technically or legally responsible (depending on the chosen subject) for the selected AFE. This information can also be

verified in the Company Operations query, as previously informed.

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

subject).

Adding a user is done by clicking on the arrow next to the user‘game in the table on the left, marked in red. The user's name will

automatically be transferred to the table on the right, marked in blue.

Deleting a user is done by clicking on the arrow next to the user@name in the table on the right, marked in blue. The user's name will

automatically be transferred to the table on the left, marked in red.

Page 48/132



Machine Translated by Google

f & g "
— l_ Agéncia Nacional
o o cirae o ey
—I r—'de Vigilancia Sanitaria
li MNU - User Manual
If the user has been selected incorrectly, you can remove him from the table of users who will be

included by clicking on the Qrow next to the user's name in the table on the right, marked in blue. Automatically

the user name will be transferred to the table on the left, marked in
red.

In the example given, after sending the request, users ADEMIR and ALESSANDRA would be the new
responsible.

Inserting a new user in the table on the right, marked in blue, is done by entering the user's CPF in the
“Associate new person responsible (CPF)” field.

Associar novo responsavel (CPF)

If the user does not yet have registered data, the following error message will appear: “CPF not entered,
please access the registration systems for insertion.”

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 flow, as detailed in previous sections of this
manual, until the protocol is completed.

After the protocol, a message will be sent to the mailbox informing who(s) the company representative(s) are
after the petition is made:

£ ALTERAGAO DE RESPONSAVEL LEGAL 8 Imprimir | X Fechar

L ANVISA
‘

1 AGENCIANACIONAL DE VIGILANCIA SANITARIA

Peticionamento Eletronico

Comuricamos a alteragdo do Responsével Legal da empresa para

NOME CPF

ADEMIR

ALESSANDRA

Atenciosamente.

Sistema de Peticionamento Eletrdnico da ANVISA

The petition extract, available in the processes tab (see previous sections to understand how to access this
functionality), presents information on representatives prior to the request and after the request was made.
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CHANGE OF ADDRESS AND CORPORATE NAME FOR AFE/AE

Functionality only available for “Companies” type petitions.

Start a petition linked to the AFE process you want to change, following the steps described in this manual. If you
do not know which process number linked to AFE you wish to change, the information can be obtained through the
Company Operations query, “Consultar Empresa Nacional”, available at https://consultas.anvisa.gov.br/# /

companies/companies/

Dados do Cadastro
Cadastro N° Data do Cadastro Situagao
01.003-2
N° do Processo Cadastro
25351.639182/2007-39
Atividades / Classes
Certificado de Boas Praticas de Fabricacao - CBPF (Vigente)
Empresa Solicitante Linhas de Certificacdo Vigentes Data de Publicacdo Vencimento do Certificado

Nenhum registro encontrado

Certificado de Boas Praticas de Distribuicdo e Armazenagem - CBPDA (Vigente)
Empresa Solicitante Linhas de Certificacdo Vigentes Data de Publicacdo Vencimento do Certificado

Nenhumr egistro encontr ado

Select the subject corresponding to the change you want to make: change of address or change of company
name. The list of subject codes is available for consultation at the link: https://www?9.anvisa.gov.br/petimentacéo/
Sat/Consultas/ConsultaAssuntoPersistir.asp

In the case of a petition for a change of company name, the block of information relating to the company name

as currently stated in Anvisa's registration and the company name will be made available
as stated in the Federal Revenue database.

Information from the Federal Revenue is updated every 3 days, and the information is made available on the form

nformacgao disponibilizada pela Receita Federal em 10/11/2

the date of the last update. Ex:

If there is a discrepancy between the information displayed on the form and the Federal Revenue database, note
the date of the last update. If there is still a discrepancy between the data, contact the responsible area so that
the reason for the problem found can be investigated.
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In the case of a request for a change of address, a block of information will be made available relating to the address as it currently

appears in the Anvisa registry and the address as it appears in the Federal Revenue database.

Caso existam incongruéncias nas informagodes resgatadas, favor realizar as alteragdes necessarias junto a Receita Federal antes de realizar o peticionamento

Information from the Federal Revenue is updated every 3 days, and the information is made available on the form

nformacdo disponibilizada pe

the date of the last update. Ex:

If there is a discrepancy between the information displayed on the form and the Federal Revenue database, note the date of the last
update. If there is still a discrepancy between the data, contact the responsible area so that the reason for the problem found can be

investigated.

Active AFES/AES Field: Regardless of the type of request made, the Active AFES/AEs field is common to both forms and will be

displayed in both flows, as long as the selected company has other processes with active AFES/AEs.

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

active.

If the user selects the “No” option, a checkbox will be displayed so that the user declares that they are aware that failure to submit to

all processes may result in the request being rejected.

nte que a ndo submissdo para todos os processos podera ensejar o indeferimento da solicitacao

U
ue

In this flow, marking the checkbox is mandatory and not checking it will prevent the request from being filed.

If the user selects the “Yes” option, an interface will be made available in which all the company's valid authorizations will be available,

in addition to 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 the

authorization so that the Anvisa team can assess what happened.
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PROCESSO ASSUNTO FATOR GERADOR VALOR ACOES

1 253510163030206
2 115267 03370201968
1152685 25351025383201998
4 1367254 99999999999999995
5 2009193 25351002851202090
6 4085825 25351001487202041
7 7050902 25351000426202066
8 8999999 99999999999999995
] 9074901 25351213221201601

JTORIZAGAQ PROCESSO ASSUNTO FATOR GERADOR VALOR AGOES

1 AD00085 253510163030206 D

A new modal will be displayed for selecting the subject, by clicking on the n , which will be used to
magnifying glass to submit the same type of request selected at the beginning of the flow.

AFEs ou AEs Ativas f

£
Autorizaca Proces
AQ00085 253510163030206
| fl
Assunic l
Fato Gerador Porte da Empresa Valor da Taxa
N TEM OBRIGATORIO ARQUIVOS ACOES
Nenhum item foi adicio

If, at the beginning of the form, an address change subject was selected, the system will only display address
change subjects. Likewise, if a corporate name change subject was selected, the system will only display corporate
name change subjects in the modal.
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Selecione o assunto

Atividade/Tipo de produto

Selecione v
Servico
v
Codigo Descri¢do
Q Pesquisar
Atividade/Tipo de
Cédigo Produto Descrigdo
7003 Empresas MEDICAMENTOS e INSUMOS FARMACEUTICOS - (Alteracdo na AE) de EXPORTADORA do £

produto sujeito a Controle Especial - ENDERECO DA SEDE

When selecting a subject, the modal will display the fee related to that request and the checklist items for
attaching the requested documents.

AFEs ou AEs Ativas

Autorizacdo Processo
AD00D085 253510163030206
Assunto *

INSUMOS FARMACEUTICOS - (Alteracio na AE) de FRACIONADORA do produto sujeito a Controle Especial por mudanca do ENDERECO DA SEDE “

Fato Gerador Porte da Empresa Valor da Taxa
38601 MEDIA - GRUPO IV R$ 1.600,00
N° ITEM OBRIGATORIO ARQUIVOS  ACOES
1 Formulario de Peticdo devidamente assinado e preenchido Sim v

Comprovante de pagamento, ou de isencdo, da Taxa de Fiscalizacdo de Vigilancia Sanitaria
(TFVS), mediante Guia de Recolhimento da Unido (GRU) especifica

Relatorio de inspe¢do ou documento equivalente que ateste o cumprimento dos requisitos
3 técnicos para as atividades e classes pleiteadas, emitidos pela autoridade sanitaria local co Nao y 4
mpetente ou licenca sanitaria vigente com os dados atualizados

After attaching the requested documents, click confirm m
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The interface will be updated displaying the chosen subject, its triggering event and the associated fee.

- - - FATOR =
AUTORIZACAC PROCESSO ASSUNTO VALOR ACOES
GERADOR

a0 na AE) de FRACIONADORA do produto sujeito a Controle Esp s T,
b 38601 R$ 1.600,00

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

Continue filling in the subjects for each of the processes, always observing 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 AFEs or active AEs, the user must complete the checkbox referring to
viewing the “attached documentation and that all information is legitimate”. In addition, the user will also be aware that “there may be

a difference of up to 3 hours between the main protocol and the rest of the AFES/AES”.

ei a documentacdo anexada e que todas as informagdes sao legitimas. Estou ciente de que pode haver uma diferenca de até 3 horas entre o protocolo principal e 0

After completing the AFES/AEs active section, the user must insert documents related to the subject selected when starting the form.

Documentacdo

1 Formulario de Peticdo

Compro

vante de pagament Vigilancia Sanitaria (TFVS). mediante Guia de Recolhimento da Unido (GRU) espec

Néo

ifica

adas, emitidos pel

Fechar @ validar B salvar m

|
When you click send the user must view the documents relating to the request that

gave rise to the form.
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Confirmacao de envio

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

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

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

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

w

After viewing all the files, the user must click the “confirm upload” button.

If the “sum” of requests presents an exempt value, the requests will be registered, generating documents and their
respective proof of registration.

If the “sum” of requests presents a non-exempt value, the screen for selecting
payment.

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 RAZAO SOCIAL

Numero de Trans 43792022
acdo:

¢y Selecionar Pagamento

By clicking on select payment it will be possible to generate the GRU or activate PagTesouro.

The invoice to be generated will present a different model, referring to a “multiple tab” that will encompass the fee
for all changes that will be requested.

The first page will contain the bill details.
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In the generated bill, the field “Generating Fact(s)” presents the generating facts and a counter that indicates

how many petitions were created with each triggering event. Ex:

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

The invoice will present a second page on which it is possible to observe the data relating to the multiple tab (red

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

relating to other AFEs/ Active AEs (blue box).
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Guia Multipla: 4056
Data: 11/11/2022 15:05:10

| Guia Pai
I‘ Ordem | Transacgao Processo Assunto Guia G::;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 - (Alteracdo 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 | 25351003370201968 | 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 suijeito a 4059 38601 R$ 1.600,00

Controle Especial - RAZAQ 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 - RAZAO 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 sujeito 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 invoice concerns all requests and if payment is made in an amount lower than that established in the invoice,
no request will be filed.

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

After the protocol, a petition will be created for each process listed in the multiple tab. Proof of filing 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
functionality), may present information on the company name or address that appeared in Anvisa and the company
name or address that appeared in the Federal Revenue at the time of the request by the user beyond the date of
updating the information with the Federal Revenue Service.

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

Endereco Conforme Consta | yiTORIA-ES, SIA TRECHO 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 | 5 NORTE-DF, 70836900, BRASIL

na Receita Federal:

Example of the information contained in the statement of requests to change the 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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REQUEST UPDATE BEFORE ANALYSIS COMPLETION
On the draft screen or in the processes tab, the successful 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 company
requesting the initial request must be informed.

CNP] da empresa sucessora *

Campo obrigatorio
It is worth noting that, to insert the CNPJ, the company that will be the new applicant must have a valid registration

with Anvisa.

The presentations of the process will not be displayed on the petition form, as these presentations are not yet validly
registered.

Apresentacdes do processo (D

N® APRESENTAGCAQ N° REGISTRO DESCRICAO

6509000950017 TESTE 25-01

When completing the submission of the petition, the system will automatically update the CNPJ of the process
applicant, and this will appear in the “Processes” tab of the new applicant.
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AUTHORIZATION OF AMENDMENT BY THIRD PARTY AND AMENDMENT BY THIRD PARTY

Solicita allows a company registered with Anvisa to authorize the sending of documentation to be added to the process or petition under

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

The first step is to create a petition for authorization of addition linked to the petition of interest, using the petition subject

“Authorization of Amendment by Third Party”, within the type of product corresponding to the selected process.

This matter is exempt from fees and requires the requesting company to inform 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 nternacional
CNP] da Empresa

111

ome da empresa

EMPRESA DE TESTE LTDA. (V501
Cidad F
Logra

ATre area espec 7 gamar )0

Nacional (¢ Internacional

igo Unico * @
me da empre:
3M HEALTH CARE L ED-A
Pais Cidade
'IE‘J,':LJJ:_.\ )
ERBY ROAD, LOUGHBOROUGH, LEICESTERSHIRE, LE 55F
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The registration of international companies can be checked at https://consultas.anvisa.gov.br/#/, selection “Company operations”, option

“Consult international company”. By clicking on the magnifying glass, it is possible to search exactly or by part of the name.

Cédigo Unico

Upon completion of the petition, the requesting company will receive in its PO Box, along with proof of petition, a token and a link for
access. These must be provided to the third party company. It is through the use of the token that it is possible to send the amendment
by a third party to 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 flow with another third-party amendment authorization request for a new issuance of a valid token.

REMETENTE ASSUNTO DT. ENVIO
& GERENCIA DE AUTORIZAGAO DE FUNCIONAMENTO COMPROVANTE DE PROTOCOLIZAGAO ON-LINE 18/11/2019 16:57
82 GERENCIA DE AUTORIZAGAO DE FUNCIONAMENTO TOKEN DO ADITAMENTO POR TERCEIRO 18/11/2019 16:57

|.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.

When accessing the link, the third-party company informs the token and the third-party addition form is displayed.

The texts on the next screens are displayed in Portuguese, English and Spanish.

Page 62/132


https://consultas.anvisa.gov.br/#/

Machine Translated by Google

_! l_ Agéncia Nacional

4 o S
—| r— de Vigilancia Sanitaria
I MNU - User Manual

Token para aditamento/ Token for amendment/Token para anadir

Token: -

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

Enviar/Send/Enviar

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

the contact information and whether or not they wish to share the documents that will be amended with the company that authorized the

amendment.

IMPORTANT: Once the user has authorized the sharing of information and sent the documentation, the information will be immediately

and automatically available to the company holding the process. This option is not reversible after submitting the petition.

Nome para contato *

Usuério de Teste

E-mail para contato *

teste@homologacdo.anvisa.gov.br

Telefone para contato *

5561555

Ln
o
[=)]

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

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

At the end of shipping, the third-party company can print the receipt. The requesting company, which authorized the amendment, will

receive proof of protocolization regarding the amendment by a third party in its PO Box:
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<L ANVISA
“I°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 added information with the requesting company, it can be viewed through the

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

+ Nova Peticdo & Imprimir Protocolo & Imprimir Extrato @ Visualizar I

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
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REGISTRATION OF STUDY OF PESTICIDE RESIDUES

Start a petition linked to an existing process. If you do not know the desired process number, you can search
for the process in the process tab of the request.

Select the subject corresponding to the request you want to make.

After choosing, 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.

ssunto *

To complete the registration, please contact the ANVISA organizational unit responsible for the evaluation of
pesticides.

After inserting a valid process, the system will display, if any, all pesticide residue studies associated with the
selected process.

jos enviados previamente

Below this block, product data will be available.

The information block relating to the waste study registration will then be made available.

After filling out the information block referring to the waste study registration, the data block referring to the
data on the formulated product leaflet must be completed.
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Dados da bula do Produto Formulado

+ Adicionar item |

ntervalo de seguranca (em dias) *

When clicking on the add item button, a screen will be available to fill in information from the formulated product leaflet.

Adicionar Dados da Bula

Dose méxima por aplicacdo (p.c) * @ Volume de calda méaximo por hectare (Litros) @ N°® maximo de aplicacées *

E aplicado com adjuvante? *

Sim Nao

Adicionar Dados da Bula Cancelar

Atfter filling in the information, click on the add leaflet data button. If you do not wish to save the information and abandon filling in,
click Cancel.

After entering the data, these will be available in the data block of the product leaflet formulated being

You can edit by clicking on the icon or deleting the data by clicking on the icon.

Dados da bula do Produto Formulado

+ Adicionar item

4 Adicionar item
If you wish to include more than one application sequence, simply click on the icon

After entering the desired data, enter information regarding the withdrawal period (in days) or if this period was not determined due to
the type of employment.

ntervalo de seguranca (em dias) *

Sim (s N3o
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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 block of data concerns trials.

Ensaios

enhum item foi adicionado

+ Adicionar item

When clicking on the add item button, a screen will be available to fill in information about the tests carried out.

Adicionar Ensaio

D do ensaio (laboratério) * Estado * Cidade *

Selecione v Selecione v

I

(1]

Tratamento da Amostra *

QUANTIDADE DE AMOSTRAS INFORMADAS

Nenhum item foi adicionado.

+ Tratamento da Amostra

ey

For each block of tests, the test ID, state and city of the test must be informed. After entering this information, the
sample treatment data must be filled in. To access them you

) ] + Tratamento da Amostra
must click on the icon . When clicked, the following will be displayed:
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Adicionar Tratamento da Amostra

Tratamento da Amostra *

elecione v Selecione

4+ Tratamento da Amostra

Amostra "
@

DADE DE EMPREGO - DOSE

‘ + Amostra ‘

MNU - User Manual

N3o x

- Sim

Firstly, the data relating to the treatment(s) given to the sample must be filled in, making it possible to insert one or
more treatments. If you want to delete data from a sample processing type, click

on the icoft

After entering the data, you must enter information regarding the sample(s) used. For

+ Amostra ‘
To do this you must click on the icon

. A new screen will then be available.

This screen is made up of two groups of information. The first must include information regarding DAT, in days,
Collection Date and Analysis Date. It is worth noting that the analysis date cannot be before the harvest date;

Adicionar Amostra

()

D
+
fw
)
]
-
L
]
W
.l
)
.
-
3
p—

€3 =

In the second group, data on the results for the active ingredient(s) and metabolite(s) must be reported.
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Resultados

To make it possible to fill in the data, click on the icon to fill in the data = . A screen will be enabled for the

for the selected active ingredient.

Atualizar Resultados

Sim N3o Sim N3o

If the answer is that the active ingredient has metabolites, a new field will be enabled to fill in the information
regarding the metabolite. One or more metabolites can be inserted, but it should be noted that only metabolites
related to the active ingredient researched are available.

Metabdlitos * (@)

Selecione v sin a0 X
Finally, a last block makes reference to any observations from the study.
If necessary, you can use the bottom right edge of the observation field to view the box
of writing on a larger area. To do this, click on the hatched area of — and drag so that the box takes on the

the desired dimensions.

After completing this step, the user must follow the rest of the flow, as detailed in previous sections of this
manual, until the protocol is completed.
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EMBRYO PRODUCTION REGISTRATION
Start an initial petition or petition linked to an existing process. If you do not know the desired process number,
you can search for the process in the process tab of the request. Select the subject corresponding to the request
you want to make.

After choosing, a block of information will be made available relating to the reference year of the information being
provided. It should be noted that the field is mandatory and it is only possible to fill in data referring to previous

years.

Dados de referéncia da petigao

After completing the “Petition reference data” block, the following blocks of information will be available for filling:

« Intrauterine insemination procedures;

« Oocyte collection procedures for IVF;

« Ovoreception 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 available regarding the performance of procedures related to that specific block.
If the user responds that the procedures relating to the block in question were carried out by the Center for
Assisted Human Reproduction (CRHA), a questionnaire related to the procedure will be made available. To
illustrate: the questionnaire will be presented in a similar way 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 flow, as detailed in previous sections of this
manual, until the protocol is completed.
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CERTIFICATE OF FREE PRACTICE AND VESSEL HEALTH CERTIFICATE

The subject petition has been adapted to enable requests for Free Practice Certificates
(CLP) and Vessel Health Certificates (CSE)

For these requests, 4 fields were included:

1 - Net Tonnage — Field to inform the class of the vessel

Sele ne hd
2 — Vessel Flag — Name of the vessel’s country of origin
Bandeira da Embarcacao *
Selecione v

3 - Vessel Number - Vessel identification number

4 — Vessel Name - Name that identifies the vessel

Nome da Embarcacao *

To make the submission, information about the “Request Location” is mandatory.

To select the location, click on the magn%lass in the right corner of the field. A modal will be available in which
it will be possible to search for request locations by UF or location description.
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Selecione o Local de Solicitacdo

JF Descricao do Local de Solicitagao

Select the desired UF or description of the desired location and click search.

Selecione o Local de Solicitagao

UF Descricdo do Local de Solicitacdo

Estado Localde
(UF) Solicitagdo Local de Atendimento

PE Pernambuc  COORDENACAO DE VIGILANCIA SANITARIA DE PORTOS, AEROPORTOS, FRONTEIRAS E RECINTOS 3
0 ALFANDEGADOS NO ESTADO DE PERNAMBUCO

The result will present all results that match the information entered in the filters. In addition to the information
regarding the UF and the description of the request location, the result will present information on the “Service
Location” that corresponds to the Anvisa organizational unit that will be responsible for analyzing the request.

In general terms, the Place of Request corresponds to the location where documentation was routinely
delivered on paper, while the Place of Service indicates the Anvisa unit that will handle the demand. The
Service Location will also be the unit that will be displayed as "Find at" both in the Processes tab and on the
Anvisa Consultation Portal (http://consultas.anvisa.gov.br).
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EXPORT BY LPCO

To make an export request for Licenses, Permissions, Certificates and Other Documents
(LPCO), a block of information called “Petition linked to the Single Portal of
Foreign Trade”, where the company must inform, obligatorily, the LPCO number and whether the holder of the

product regularization with Anvisa is the applicant or a third party:

eticionamento vinculado ao Portal Unico de Comércio Exterior

If the option is for a petition linked to an initial LPCO petition, the form will contain information about the LPCO

for viewing only.

For all these types of claims, it is necessary to apply for Import Licensing at Siscomex and LPCO at the Single
Foreign Trade Portal. For more details, see the LI Web Handbook, available at http://siscomex.gov.br/wp-
content/uploads/2019/09/CARTILHA-LI-WEB.pdf, and the Manual for filling out the TA/LPCO importer vision
module, available at http://siscomex.gov.br/wp-content/uploads/2021/02/Manual-de-Preenchimento-LPCO-

Importador.pdf .
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IMPORT/EXPORT BY EXPRESS SHIPPING
The petition for matters related to import/export (PAF) was adapted in Solicita to encompass the situation of Remittance expressed

by an individual and Remittance expressed by a legal entity.
For these requests, the following fields must be completed:

1 —“Knowledge Number”

Field for inserting the bill of lading/cargo number

NUmero de Conhecimento

If the bill of lading/cargo number information is also completed, the request will be registered and will be available for analysis by

ANVISA.

However, the company may choose to inform the bill of lading/cargo number

subsequent to the primary file protocol. In this case, to insert this data, subject 90172 - Ports, Airports and Borders - Addendum - Express
Shipping must be used as a petition linked to the initial Express Shipping petition. When accessing the petition form, the field for the
acknowledgment number will be mandatory. After completing the petition protocol, the documentary status of the Express Remittance petition will

be updated and will be available for analysis by ANVISA.

2 —“Are you carrying out protocols for a third party?”

Field to identify whether the export/import is being carried out on behalf of the requesting company or a third party. The field is only

available when the beneficiary is a legal entity:

Vocé esta realizando protocolo para um terceiro? °

If the “No” option is chosen, the fee to be collected will take into account the CNPJ data of the

requester.

If the “Yes” option is chosen, the field for entering the third party’s CNPJ will be made available
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Vocé esta realizando P rotocolo para um terceiro? *
e Sim Nao

CNPJ *

Razao Social

Fato Gerador

orte da Empresa

v

Valor da Taxa

After inserting the CNPJ number, the fields relating to the corporate name, triggering event, company size will be filled in by the system

and the fee amount will be updated according to the size of the benefiting company.

It is worth noting that, to enter the third party's CNPJ, it is necessary that they are registered in the ANVISA petitioning system. Without
this prior step, it will not be possible to continue the flow, as the rate will not be updated and the invoice will be issued or paid via

PagTesouro.

3 — Beneficiary’'s CPF

To carry out the protocol on behalf of an individual beneficiary, the field for entering the CPF will be displayed.

CPF do beneficiario *

In these cases, the CPF will be validated against the Federal Revenue database.
4 — Quantity imported

In the “Imported Quantity” field, the number of units that will be imported must be entered.
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Quantidade Importada °

The field can be filled in with up to 3 digits and, for subjects that have a minimum and maximum limit

of units, the system performs validation for the quantity entered.

Quantidade Importada *

0 unidades. Ajuste a quantidade ou selecione um

If the quantity entered is incompatible with the quantity of units desired, the user must search for a suitable subject

for the desired quantity.
Express shipping of Cannabis- derived products

To carry out express shipment of Cannabis-derived products, the user must fill in the following fields:

Namero da Autorizacdo de Importagdo
CPF do Paciente
Endereco do Destinatario *
Nome Comercial do Produto Importado *
Nome do Exportador *
Pais do Exportador *

5 - Import Authorization Number

Field with 17 characters to enter the import authorization number granted through the “Request authorization to

import Cannahis-derived products” service

6 - Patient CPF
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11-digit number that will be validated against the Federal Revenue database.
7 - Recipient's Address
Field with 100 characters to enter the recipient's address.
8 - Commercial Name of the Imported Product
Field with 100 characters to enter the name of the product that will be imported.
9 - Name of the Exporter
Field with 100 characters to enter the name of the exporter who will import the product.

10 — Exporter Country

Field to select the country from which the product will be shipped.

It is possible to consult express shipping requests by entering the bill of lading number. Access is via https://
consultas.anvisa.gov.br/#/, selection “Document Status”, option “Technical”’. The filter allows you to search exactly or

by part of the number.

Tipo de Documento

Administrativo * Teécnico

NPy
Area

N° do Processo N* da Transacio N°do Protocolo

N* do Expediente N* de Conhecimento N°de Conhecimento de Carga

N DOU Data da Resolugio N* Resolugio Data de Publicagao

situagio

Assunto

Consultar JEEETINES
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IMPORT BY LPCO WITH LI

To make an import request using Licenses, Permissions, Certificates and Other Documents (LPCO) with an
Import License (LI), start a new petition for initial petitions and select the subject corresponding to the desired
claim. For the replacement LIs protocol, start a petition linked to an existing process and select the subject
corresponding to the desired claim.

For all these types of claims, it is necessary to apply for Import Licensing at Siscomex and LPCO at the Single
Foreign Trade Portal. For more details, see the LI Web Handbook, available at http://siscomex.gov.br/wp-
content/uploads/2019/09/CARTILHA-LI-WEB.pdf, and the Manual for filling out the TA/LPCO importer vision
module, available at http://siscomex.gov.br/wp-content/uploads/2021/02/Manual-de-Preenchimento-LPCO-

Importador.pdf .

Inicial petition

For this type of matter, a block of information called “Petition linked to the Single Foreign Trade Portal” will be
displayed, where the company must inform, obligatorily, the numbers of the LPCO, the related LI and whether
the holder of the product regularization with the Anvisa is the applicant or a third party.

After completing this step, the user must follow the rest of the flow, as detailed in previous sections of this
manual, until completing the protocol and receiving proof of protocolization.

Linked Petition

If the option is for a petition linked to an initial LPCO petition with LI, the form will bring information about the
LPCO for viewing only, but will allow editing of the field relating to the LI number when it is the subject of a
petition for a substitute LI.

After completing this step, the user must follow the rest of the flow, as detailed in previous sections of this
manual, until completing the protocol and receiving proof of protocolization.
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MEDICINE NOTIFICATION — MEDICINAL GASES

Functionality available only for processes of the “Medication” type and for the “Medicinal Gases” regulatory category.

To start requesting a notification request for medicinal gases, it is necessary to access the drafts tab and click on the “New” button, selecting the
“Initial Request” option:

Rascunho

o Inicial

Peticdo vinculada a um processo ja existente

In the form provided, click on the “magnifying glass” in the subject field, entering the name or code of the desired subject on the next screen

Selecione o assunto

Atividade/Tipo de produto

Servic
v
Codi Descricdo
Cédigo Atividade/Tipo de Produto Descricdo
12293 Medicamento

Gas Medicinal - Notificacdo de medicamento

When selecting the appropriate subject, the medication notification form will be displayed to the user, where information must be filled in to
characterize the product.

IMPORTANT! The notification requester must have active Good Manufacturing Practices (CBPF) or Good Distribution and Storage Practices
(CBPDA) certification for Medicines for the notification to be activated. Otherwise, an alert message will be displayed:
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Dados gerais da peticao

Assunto °

Em caso de submissao deste formulario, a notificacdo nao sera ativada, pois a empresa notificadora
nao possui CBPF/CBPDA valido, infringindo a legislagdo sanitaria

Dados Gerais

Nome do Medicamento *

Forma Farmacéutica *

The first block of information relates to general product data, with all mandatory fields. The drug name is a free text field.
The “category” field will only allow the selection of the Medicinal Gases option.

After this selection, the “Description” field will display the options for medicinal gases or cryogenic liquids that can be
regulated through notification; To include a new description, the user must request the responsible area via a specific
subject request for this purpose 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 selections

previous ones.

Next, the “Registration of Presentation(s)” block must be completed:
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Nenhum

+ Adicionar apresentag¢do ‘

+ Adicionar apresentacdo

When clicking the button

product:

Apresentacoes
Descricdo da Apresentacdo * @
[t}
Embalagem Primaria * @
1€
un a* @
PRODUTO SOMENTE CONTEM EMBALA
P e Validade *
5l
gade de lemp
B
olume/Quantidade
7]

MNU - User Manual

. a modal will be opened to insert the presentations of the

AGEM PRIMARIA x

The “Presentation Description” field is free to fill in, but must follow the Controlled Vocabulary of Pharmaceutical Forms,

Routes of Administration and Medication Packaging.

The Primary Packaging and Secondary Packaging fields will present the options available for selection by the user, and,
by default, the second field will automatically load the option “PRODUCT ONLY CONTAINS PRIMARY PACKAGING”,
but this can be changed by the user as necessary. If the desired option is not displayed, the user must contact the

responsible area. The Expiry Date field must be filled in
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with just numbers, and the Time Unit selected in the next field. The Volume/Quantity field must also be filled in with
numbers only, and the Unit of Measure selected in the following field.

Formula &

The information in the Formula block will be preloaded according to the description of the selected product and, therefore,
cannot be changed.

In the next block, the user will enter information from national and international manufacturers. It is mandatory that at
least one manufacturer is registered, whether national or international.

IMPORTANT! The manufacturer must have active Good Manufacturing Practices (CBPF) or Good Distribution and

Storage Practices (CBPDA) certification for the medical gas line for the notification to be activated, otherwise an alert
message will be displayed:

Page 84/132



Machine Translated by Google

_!-. l_ Agéncia Nacional
e de Vigilancia Sanitaria

MNU - User Manual

Fabricantes

CNP) FABRICANTE ETAPA DE FABRICACAO ACOES

Nenhum item foi adicionado.

+ Adiclonar Fabricante Naclonal

CODIGO UNICO FABRICANTE ETAPA DE FABRICACAO ACOES

Nenhum item foi adicionado.

+ Adiclonar Fabricante Internacional

+ Adicionar Fabricante Nacional

When pressing the button . amodal will be loaded to select the national manufacturer to be inserted.

The user must enter one manufacturer at a time and, in the case of multiple manufacturers, press the same button to insert the others in sequence.

Fabricante Nacional

CNPJ

Etapas Fabricacdo *
Selecione...

Fabricante *

UF

Municipio de Fabricacdo

Logradouro
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In the modal, the user must select which manufacturing step is the responsibility of the manufacturer to be inserted. To the

click the button “ , you can search for the manufacturer by CNPJ or company name.

+ Adicionar Fabricante Internacional

. a modal will be loaded to select the international manufacturer to

When pressing the button

be inserted. The user must enter one manufacturer at a time and, in the case of multiple manufacturers, press the same button to insert the others in

sequence.

Fabricante Internacional

Municipio de Fabricacdo

0
1]
v

Logradouro

(o]

CEHCElaF

In the modal, the user must select which manufacturing step is the responsibility of the manufacturer to be inserted. To the

click the button , you can search for the manufacturer by unique code, name or country. If the desired international company is not

registered, please contact the team at the responsible organizational unit.

After adding the manufacturer(s), their data will be available on the presentation screen, allowing you to enter

one or more manufacturers. Using the button It is possible to change the data of the entered company and by using the button

It is possible to delete the entered manufacturer.

After inserting the first presentation, if the user wishes to insert more presentations, the following will display an option to copy from one already

registered, in order to optimize the user's completion:
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Vocé deseja copiar os dados de uma apresentacdo ja cadastrada? @

Sim (e) Ndo

Apresentacao

Selecione

Selecione

Apresentacdo 1

Apresentagdo 2
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REBLAS — QUALIFICATION AND ACCREDITATION

To make an initial request for qualification or accreditation, start a new petition and select the subject
corresponding to the desired claim.

Initial Qualification and Initial Accreditation

For these types of subjects, a field referring to the health license or operating permit issued by a Health
Surveillance body will be displayed. This document is mandatory, and is exempt from presentation only for
laboratories that are part of the Public Administration or established by it.

Next, the block of information relating to the requested scope will be presented, where the areas of activity and
products must be filled in, as desired.

In the next block, information about proficiency tests will be requested. Completing this information is only
mandatory for petitions involving laboratory accreditation.

Ensaio de Proficiéncia

Area de Atuacado ° Data da finalizacdo °

Provedor do Ensaio *
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The next block contains fields related to accreditations. This field is optional.

Finally, the assessment information block must be completed. In this block, the fields are dynamic according
to the selected answers. For example, when selecting the “no” option for the question “Does the laboratory
meet all the evaluation criteria of the Assessment Guide for Compliance with Good Laboratory Practices
(Appendix to Annex 1)?”, a set of information will be presented to indicate which categories had an evaluation
criterion not met or not applicable. When selecting a category, the criteria will be displayed next.

After completing this step, the user must follow the rest of the flow, as detailed in previous sections of this
manual, until completing the protocol and receiving proof of protocolization.

Initial Accreditation

The form for requesting designation as an official accrediting laboratory does not have fields open to
completion, requiring only the inclusion of the requested attachments. The user must follow the rest of the
flow, as detailed in previous sections of this manual, until completing the protocol and receiving proof of
protocolization.
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The request for designation as an official accrediting laboratory applies only to laboratories of the
Ministry of Health or similar of the Union, States, Municipalities and 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, sanitizing products
and other products subject to health surveillance;

Renewal of Qualification, Accreditation and Change of Scope

To make a request for renewal or change in the scope of Reblas qualification or analytical laboratory
accreditation, start a petition linked to an existing process, locate the desired initial process and then select
the petition subject of interest.

Then, the system will automatically load the existing information for the Health License, Requested Scope,
Proficiency Test and Accreditations blocks, if applicable. The company may make the relevant changes to the
information presented.

For the evaluation information block, the company must fill it out again, as previously instructed.

Cancellation of Accreditation

The form for canceling accreditation does not have fields open for completion, requiring only the inclusion of
the requested attachments. The user must follow the rest of the flow, as detailed in previous sections of this
manual, until completing the protocol and receiving proof of protocolization.
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COSMETICS REGISTRATION

Functionality available only for “Cosmetics” type processes and petitions.

To start requesting a cosmetics registration request, you must access the drafts tab and click on the “New” button and select the “Initial

Request” option.

Rascunho

& Exportar Excel

Peticdo vinculada a um processo ja existente

In the form provided, click on the “magnifying glass” in the subject field, entering the name or number of the desired subject on the next

screen.

Selecione o assunto

Atividade/Tipo de produto

Selecione

Codigo Descri¢do
Cédigo Atividade/Tipo de Produto Descricdo
2871 Cosmético Registro de Produto Grau 2 - Importado >

For requests for registration of national products, the requesting company must have an AFE to manufacture cosmetics.

For requests for registration of national products, the requesting company must have an AFE to import cosmetics.

The following form will contain information that must be filled in to characterize the product.
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Dados Gerais do Cosmético

If the desired physical form is not available, please contact the team at the responsible organizational unit.

The field will then be made available for inserting data from the product manufacturer(s). If the product is imported,

the “International manufacturers” field will be available. To add the

J + Adicionar Fabricante
manufacturer click on the but i i ew screen will be available for inserting the manufacturer's unique

code. When entering the code, the other fields will be filled automatically. If the desired company is not registered,

please contact the team at the responsible organizational unit.

Fabricante Internacional

EMPRESA ALEMA - NOME 2

Municipio de Fabricacdo

If the product is national, the dynamics for inserting manufacturers is the same, however, when clicking on the

+ Adicionar Fabricante
button the screen will make the CNPJ field available.
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Fabricante

CNPJ *

Campo obrigat

Fabricante N° Autorizacao/Cadastro
UF Municipio de Fabricacao Codigo do Municipio

After adding the manufacturer, their data will be made available on the main screen, making it possible to enter one or more

manufacturers, at least one of which must have an AFE to manufacture cosmetics:

Fabricantes Internacionais *

Using the button tis possible to change the entered company and by using the button il’& possible to delete the
manufacturer inserted.

The next field concerns the product formula.

Dados Técnicos do Produto

Férmula *

#+ Adicionar Substénda

4+ Adicionar Substancia

Registration of the formula is done substance by substance and to do so click on the button

A new screen will be available.
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Substancia

Componente da Formula * @
Quantidade (g/100g de produto acabado) * Inscricdo (Referéncia)

Funcio " @

Click on the magnifying glass and choose the substance by entering the “substance name” or “inscription
(reference)”. In both cases the search allows exact or partial search.

Selecione a substancia desejada

Nome da Substancia Inscricdo (Referéncia)
decur

Nome da Substancia Inscrigao (Referéncia)

ACACIA DECURRENS DEALBATA FLOWER EXTRACT 93685-96-2 3
ACACIA DECURRENS EXTRACT 98903-76-5 >
ACACIA DECURRENS FLOWER CERA 98903-76-5 3
ACACIA DECURRENS FLOWER EXTRACT 98903-76-5 Y
ACACIA DECURRENS/JOJOBA/SUNFLOWER SEED CERA/POLYGLYCERYL-3 ESTERS = >
CALOCEDRUS DECURRENS LEAF/STEM EXTRACT - >
CALOCEDRUS DECURRENS LEAF/STEM OIL = >
DECURSINOL 23458-02-8 Y

After choosing the substance, enter the amount of the substance in g/100g and inform the function it has in that
product. If the desired role is not registered, please contact the team at the responsible organizational unit.

With each insertion, the list of substances used in the product formula can be viewed on the main screen of the
form.
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*cnicos do Produto

Formula ”

Using the button It is possible to change the data of an inserted substance and by using the button you)éan
You can delete an entered substance.

The sum of the substances must be equal to 100g. If the sum of the substances is not equal to 100, the system will
display an error message.

da quantidade (%) e

al]
o
g
e
Ar‘_)
1]
1]
g
1]

Finally, the applicant must include information regarding the presentation(s) in the presentations field.

Apresentagdes

+ Adicionar Apresentagio

) . ) ) + Adicionar Apresentacdo
To add information for a presentation, click on the button and a new . moment not

screen will be available for entering presentation data.

Apresentacoes
Destinacdo do Produto * Periodo de Validade do Produto * Tipo do Periodo *
JUSTRIAL - 4 IESE v
Embalagem Prima @
REFIL DE POLIETILENC v
Embalagem Secundaria * @
PRODUTO SOMENTE CONTEM EMBALAGEM PRIMARIA v

All fields are mandatory and if the product does not have secondary packaging, the option “PRODUCT ONLY
CONTAINS PRIMARY PACKAGING” must be chosen. If the desired packaging types are not registered, please
contact the team at the responsible organizational unit.
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With each insertion, the list of product presentations can be viewed on the form's main screen.

Apresentagdes

Using the button Itis possible to change the data of an inserted substance and by using the button you'can
You can delete an entered substance.

After inserting the necessary files, the user must click the submit button to proceed to the completion of the petition
flow.

Important: Post-registration petitions do not present fields relating to “Manufacturers”, “Substances” or “Presentations”
in their form.
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REGISTRATION OF COSMETICS, FROM THE CATEGORY “STRAIGHTENER FOR DYEED HAIR — GRADE 2"

Functionality available only for “Cosmetics” type processes and petitions.

To start requesting a cosmetics registration request, you must access the drafts tab and click on the “New” button and select the “Initial

Request” option.

Rascunho

& Exportar Excel

Peticdo vinculada a um processo ja existente

In the form provided, click on the “magnifying glass” in the subject field, entering the name or number of the desired subject on the next

screen.

Selecione o assunto

Atividade/Tipo de produto

Selecione

Cadigo Descricao
=
Codigo Atividade/Tipo de Produto Descrigdo
2871 Cosmético Registro de Produto Grau 2 - Importado 1

For requests for registration of national products, the requesting company must have an AFE to manufacture cosmetics.

For requests for registration of national products, the requesting company must have an AFE to import cosmetics.

The following form will contain information that must be filled in to characterize the product.
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Dados Gerais do Cosmético

If the desired physical form is not available, please contact the team at the responsible organizational unit.

The field will then be made available for inserting data from the product manufacturer(s). If the product is imported, the “International

manufacturers” field will be available. To add the

+ Adicionar Fabricante
manufacturer click on the button at'whi i n will be available for inserting the manufacturer's unique code. When entering

the code, the other fields will be filled automatically. If the desired company is not registered, please contact the team at the responsible

organizational unit.

Fabricante Internacional

Codigo Unico = @

Ep001

Fabricante

EMPRESA ALEMA - NOME 2

Municipio de Fabricacdo Pais
SANTA CRUZ DE LAS SIERRA BOLIVIA
Logradouro

If the product is national, the dynamics for inserting manufacturers is the same, however, when clicking on the

+ Adicionar Fabricante
button the screen will make the CNPJ field available.
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Fabricante

Fabricante N° Autorizacao/Cadastro

UF Municipio de Fabricacao 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.

and at least one of these manufacturers must have an AFE to manufacture cosmetics

antes Internacionais *

Using the button it is possible to change the entered company and by using the button il’& possible to delete the

manufacturer inserted.

The next field concerns the shade of the product.

Tonalidade *

+ Adicionar Tonalidade

+ Adicionar Tonalidade
To register the tone, click on the button

A new screen will be available.
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After entering the name of the desired shade, you will need to fill in the formula and presentation data.

Tonalidade

Nome da Tonalidade *

Campo obrigatério

Férmula *
COMPONENTE DA FORMULA QUANTIDADE (G/100G DE PRODUTO ACABADO) FUNCAO INSCRICAO (REFERENCIA) ACOES
Nenhum item foi adicionado.
+ Adicionar Substancia

Apresentacdes *

DESTINAGCAQ DO PERIODO DE VALIDADE DO TIPO DO APRESENTAGAO DO PRODUTO (EMB. PRIMARIA +

PRODUTO PRODUTO PERIODO EMB. SECUNDARIA) ACOES

Nenhum item foi adicionado.

+ Adicionar Apresentagdo

Adicionar Tonalidade Cancelar

\ + Adicionar Substancia

Registration of the formula is done substance by substance and to do so click on the button

A new screen will be available.
Substancia

Componente da Formula * @
Quantidade (g/100g de produto acabado) * Inscricdo (Referéncia)

Funcio = @

Selecione v

Adicionar Substancia Cancelar
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Click on the magnifying glass and choose the substance by entering the “substance name” or “inscription (reference)”. In both cases

the search allows exact or partial search.

Selecione a substancia desejada

Inscricdo (Referéncia)
1 ]

Nome da Substancia Inscrigdo (Referéncia)

ACACIA DECURRENS DEALBATA FLOWER EXTRACT 93685-96-2 3
ACACIA DECURRENS EXTRACT 98903-76-5 Y
ACACIA DECURRENS FLOWER CERA 98903-76-5 >
ACACIA DECURRENS FLOWER EXTRACT 98903-76-5 3
ACACIA DECURRENS/|OJOBA/SUNFLOWER SEED CERA/POLYGLYCERYL-3 ESTERS - >
CALOCEDRUS DECURRENS LEAF/STEM EXTRACT = >
CALOCEDRUS DECURRENS LEAF/STEM OIL - >
DECURSINOL 23458-02-8 >

After choosing the substance, enter the amount of the substance in g/100g and inform the function it has in that product. If the desired

role is not registered, please contact the team at the responsible organizational unit.

With each insertion, the list of substances used in the product formula can be viewed on the main screen of the form.

Dados Técnicos do Produto

Férmula *

Using the button It is possible to change the data of an inserted substance and by using the button you can

You can delete an entered substance.

The sum of the substances must be equal to 100g. If the sum of the substances is not equal to 100, the system will display an error

message.

Finally, the applicant must include information regarding the presentation(s) in the presentations field.
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Apresentagdes *

. . . . + Adicionar Apresentacdo
To add information for a presentation, click on the button and a new . moment not

screen will be available for entering presentation data.

Apresentacdes
Destinacdo do Produto * Periodo de Validade do Produto * Tipo do Periodo *
INDUSTRIAL v 24 MESES ¥

Embalagem Primaria * @

REFIL DE POLIETILENO L

Embalagem Secundaria * @

TE CON

PRODUTO SOM

m

EM EMBALAGEM PRIMARIA v

Apresentacdo do Produto (Emb. primaria + Emb. secundaria)

REFIL DE POLIETILENO + PRODUTO SOMENTE CONTEM EMBALAGEM PRIMARIA

All fields are mandatory and if the product does not have secondary packaging, the option “PRODUCT ONLY
CONTAINS PRIMARY PACKAGING” must be chosen. If the desired packaging types are not registered, please
contact the team at the responsible organizational unit.

With each insertion, the list of product presentations can be viewed on the form's main screen.

Apresentagoes *

Using the button It is possible to change the data of an inserted substance and by using the button you%an
You can delete an entered substance.

After filling in the tonality, formula and presentation fields, click on the button

Adicionar Tonalidade

The data for the registered shade(s) will be made available on the main screen.
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Using the button it is possible to change the data of an inserted tone and when using the button it'fs
You can delete an inserted tone.

After inserting the necessary files, the user must click the submit button to proceed to the completion of the
petition flow.

Important: Post-registration petitions do not present fields relating to “Manufacturers”, “Tonality” or
“Presentations” in their form.
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REGISTRATION AND NOTIFICATION OF HEALTHCARE PRODUCTS
Functionality available only for processes of the type “Health Products (Correlated)” or “Products for diagnostic
use in vitro”, also defined as “Medical Devices” or “Medical Devices for in vitro Diagnosis”.

To start requesting a request for registration or notification of health products, you must access the drafts tab
and click on the “New” button and select the “Initial Request” option:

Rascunho

m & Exportar Excel

In the form provided, click on the “magnifying glass” in the subject field, entering the name or number of the

desired subject on the next screen.

The following form will contain information that must be filled in to characterize the product.

Dados Gerais

Produte Unico Familia/Sistema/Conjunto

Nome Comercial do Produto *

When dealing with matters relating to product notification, the user will be able to choose whether it is a single

product or whether it is a family/system/set of products.

If a “single product” material, equipment or IVD subject is selected, the field below must be filled in with the

commercial name of the product.
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If a material, equipment or IVD subject of “family/system/set” is selected, the field below must be filled in with the name of the
product family.

Nome da Familia de Produtos *

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

Limpar Tudo

‘ + Adicionar

In both cases the structure presented will be the same. By clicking on the button, a modal for

inserting product presentations or models.

will be opened

When dealing with a “single product” or “family of products”, the following mode will be available:

Apresentacdo ou Modelo

When dealing with “IVD product family”, the following mode will be available:
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Componente de Familia

Nome Comercial Produto * Apresentacdes ou Modelos

| ]

[ o saas

With each insertion, the registered presentation or model will appear in a list:

Produto Unico

Limpar Tudo

. #
Whenclicking = |t will be possible to edit the registered presentation or template.

By clicking on it, you can delete the registered presentation or model.

Limpar Tudo
The button deletes all registered presentations or models.

Since it may be necessary to include several presentations or models, the possibility of inclusion was made available by uploading an

Excel spreadsheet.

.

To ensure that there are no errors in the upload process, a spreadsheet template will be made available in the “Form Templates”
section. A standardized spreadsheet for inserting the “List of Presentations or Models” and another for the “List of Family Components
(IvD)".

Modelos de Formularios
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We ask that you always use this model provided under penalty of errors occurring in the process of filling out the registration or

notification request forms.

The next section concerns the product “nomenclature” and “risk classification”.

Nomenclatura e Classificagdo de Risco

Initially the user must click on the icon n

product technician.

to access a modal to select the name

The search for the technical name can be done using the code or technical name:

Selecione 0 nome técnico

Codigo Nome Técnico

When clicking on search, a list of technical names will be made available that will be related to the type of product of the selected

subject code and the linked risk class (if any):

Cédigo Nome Técnico
I l
[ 0/100 |
Cédigo Nome Técnico Classe de Risco Vinculada Descri¢do
2501191 Cateter Urinario Externo de Uso Masculino >

EN
By clicking on the icon the chosen technical name will be selected:
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Nomenclatura e Classificagdo de Risco

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:

Classe de Risco *

Selecione b
In any context, the user must fill in the menu:
Regra de Classificacao de Risco de Produto *°
Selecione hd

If the desired risk classification rule is not available, the user must contact the area responsible for product

registration or notification.

After filling in this information, it is necessary to identify whether there are presentations or models that
will be sold sterile.

Nenhum modelo/apresentagdo € comercial zado estéril.

+ Adicionar Método de Esterilizacdo

+ Adicionar Método de Esteriliza¢do

If one or more models are sold sterile, the button will be available
to enter the sterilization method(s) used.
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‘ + Adicionar Método de Esterilizacdo

When clicking the button a modal will be enabled for insertion and
information:

Metodo de Esteriliza¢do

Adicionar Método de Esterilizacdo Cancelar

With each insertion, the selected sterilization method will appear in a list:

Filtragdo

When clicking it will be possible to edit the registered sterilization method.

By clicking on it, you can delete the registered sterilization method.

If the desired sterilization method is not available, the user must contact the area responsible for product
registration or notification.

The next section concerns the shelf life of the product.

If the box referring to “Indeterminate Expiry Date / Not Applicable (equipment and instruments)” is filled in, the
expiration date field will not be necessary.

The field
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it must be

filled only with numbers and the time unit will be filled using the dropdown:
Unidade de Tempo *

Selecione

If the selected subject is an IVD, the sections relating to Methodology and Biological Samples and

Storage Condition will be made available.

The section referring to methodology and biological samples is presented as follows:

+ Adicionar

By clicking on the dropdown

the user must

+ Adicionar
select the methodology used and then click to include one or more*gielegicarsamples used for the given

methodology. The modal will present a group of predefined biological samples.
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Tipo de Amostra Biolégica

Abcesso hepatico
Amostra cadavérica
Ar expirado

Aspirado nasofaringeo

Cabelo

With each addition, the biological sample will be displayed in a list:

PO UE AMUS | RA BIOLOGILA
Amostra cadavérica

Ar expirado

S &
When clicking It will be possible to edit the registered sample.

X
By clicking on it will be possible to delete the registered sample.

If the desired sample is not available, the user must contact the area responsible for product registration or notification.

The section regarding storage conditions is presented as follows:

¢ (7'““("!!! de Armazenamento

+ Adicionar

+ Adicionar

When clicking = A modal will be available to choose the condition of

storage.
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CONSERVAR ABAIXO DE -20°C
CONSERVAR ABAIXO DE -10°C
CONSERVAR ABAIXO DE -18°C
CONSERVAR ABAIXO DE 30°C
CONSERVAR ABAIXO DE 35°C

-
Clicking the storage condition will be displayed in a list:

- 4
When clicking It will be possible to edit the registered storage condition.

I . . .
By clicking on it, you can delete the registered storage condition.

If the desired storage condition is not available, the user must contact the area responsible for registering or notifying the product.

Finally, the field will be made available for inserting data from the product manufacturer(s):
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+ Adiclonar Fabricante Nacional

CODIGO UNICO FABRICANTE MUNICIPIO

hum item foi adicionado

+ Adicionar Fabricante Internacional

MNU - User Manual

MUNICIPIO ENDERECO ACOES

ENDERECO AGOES

To add the national manufacturer, click on the button providing a modal

to include the manufacturer's information.

-abricante Nacional

‘ipo Fabricante *
Unidade Fabril
Fabricante Legal

‘abricante *

+ Adicionar Fabricante Nacional

and it will be

It must be informed whether the manufacturer is a “Manufacturing Unit” and/or “Legal Manufacturer” and by clicking on the icon

“. A new modal where it will be possible to search for the manufacturer by CNPJ, company name or number

Operating permit.

CNP)

Fabricante

N° Autorizacdo
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<+ Adicionar Fabricante Internacional

To add the international manufacturer, click on the button providing a modal

to include the manufacturer's information.

Fabricante Internacional

Unidade Fabr

Fabricante Legal

Fabricante

o

It must be informed whether the manufacturer is a “Manufacturing Unit” and/or “Legal Manufacturer” and 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

from the country.

Zodigo Unico

cabricante

lais

and it will be

It is mandatory that at least one “Manufacturing Unit” and at least one “Legal Manufacturer” be registered.

After adding the manufacturer, their data will be available on the main screen, making it possible to insert one or more manufacturers.

‘r'r: ENDERECO
8000008 IMACEUTICAL CO., LT EFE| CHINA. REPUBLICAPOP  ZONE B. INNOVATION AVENUE, TAIHE INDUSTRIAL PAR
8000008 HEFE ~
8000008 ULAR Ul PROVINCE

ACOES

ANH
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Using the button it is possible to change the data of the entered company and by using the button it is possible

delete the entered manufacturer.

If the user cannot find the desired international manufacturer, they must send an email to manufacturer.ggtps@anvisa.gov.br
and request registration. In the email, the user must inform the company name and full address of the manufacturer. In

addition, you must attach a document that allows you to highlight the official name of the company and its full address. The

deadline for responding is 3 working days.
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REGISTRATION AND NOTIFICATION OF SANITIZERS

Functionality available only for “Sanitizing” type processes.

To start requesting a registration request or sanitation notification, it is necessary to access the drafts tab and

click on the “New” button and select the “Initial Request” option.

Rascunho

m <& Exportar Excel

In the form provided, click on the “magnifying glass” in the subject field, entering the name or number of the

desired subject on the next screen.

For requests for registration or notification of national products, the requesting company must have an AFE to

manufacture sanitizers.

For requests for registration or notification of international products, the requesting company must have an AFE

to import sanitizing agents.

The following form will contain information that must be filled in to characterize the product.

If the type of formulation desired is not available, please contact the team at the responsible organizational unit.

Depending on the category selected, 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 in Na20)”, “Pests and Vectors”, “Dermal Irritation”, “Eye Irritation” and
“Dermal Sensitization” will be displayed depending on the selected product category.
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The field will then be made available for inserting data from the product manufacturer(s). It is necessary for the requesting company

to have an AFE for sanitizing products with import activity so that the registry of international manufacturers is available. It is

necessary that at least one of the national manufacturers have an AFE for sanitizing products with manufacturing activity.

+ Adicionar Fabricante
To add the manufacturer, click on the button at which point i ilable to enter the manufacturer's unigue code. When

entering the code, the other fields will be filled automatically. If the desired company is not registered, please contact the team at the

responsible organizational unit.

Fabricante Internacional

@)

Cédigo Unico *

Fabricante

NOME 2

EMPRESA ALEMA -

Municipio de Fabricacao

A CRUZ DE LAS SIERRA

EMANHA PARA TESTES

+ Adicionar Fabricante

button

the screen will make the CNPJ field available.

If the product is national, the dynamics for inserting manufacturers is the same, however, when clicking on the
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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.

Fabricantes Internacionais *

Using the button it is possible to change the entered company and by using the button il’fs possible to delete the
manufacturer inserted.

The next block of information concerns version registration. This block is only available for specific product categories. For

categories that do not provide for a version, the product's technical data is presented directly on the form.

<+ Adicionar Versdo

To register the version, click on the button
A new screen will be available.

After entering the name of the desired version, you will need to fill in the measurement type, formula and presentation data:
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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 Versdao Cancelar

4+ Adicionar Substancia

Registration of the formula is done substance by substance and to do so click on 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 choose the substance by entering the “substance name” or “inscription (reference)”.
In both cases, the search allows exact or partial search and the registration must be completed only with numbers
and without dashes.

Selecione a substancia desejada

Nome da Substincia Inscrigdo (Referéncia)

ACACIA DECURRENS DEALBATA FLOWER EXTRACT 93685-96-2 >
ACACIA DECURRENS EXTRACT 98903-76-5 ES
ACACIA DECURRENS FLOWER CERA 98903-76-5 3
ACACIA DECURRENS FLOWER EXTRACT 98903-76-5 3
ACACIA DECURRENS/JOJOBA/SUNFLOWER SEED CERA/POLYGLYCERYL-3 ESTERS = 3
CALOCEDRUS DECURRENS LEAF/STEM EXTRACT - ¥
CALOCEDRUS DECURRENS LEAF/STEM OIL = >
DECURSINOL 23458-02-8 >

After choosing the substance, enter the quantity of the substance according to the type of measure selected and
inform the function it has in that product. If the desired role is not registered, please contact the team at the
responsible organizational unit. Certain substances have maximum limits when used as preservatives, in accordance
with Collegiate Board Resolution — RDC No. 30, of July 4, 2011, or its updates.

With each insertion, the list of substances used in the product formula can be viewed on the main screen of the form.

Férmula *

+ Adiclonar Substancla

. . ) . . X
Using the button It is possible to change the data of an inserted substance and by using the button you can
You can delete an entered substance.

The sum of the substances must be equal to 100%, regardless of the type of measurement selected. If the sum of
the substances is not equal to 100, the system will display an error message.
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Yy Totral

O Total da quantidade (%) esta em 101,00% e deve ser fechado em 1008

Finally, the applicant must include information regarding the presentation(s) in the presentations field.

Apresentagdes ”

+ Adicionar Apresentagio

) ) . . + Adicionar Apresenta¢do
To add information for a presentation, click on the button and a new . moment not

screen will be available for entering presentation data.

Apresentacoes

Embalagem Primaria * @

Embalagem Secundaria * @

PRODUTO SOMENTE CONTEM EMBALAGEM PRIMARIA

Apresentacao do Produto (Nome versao + Emb. primaria + Emb. secundaria)

Versdo 1 + PRODUTO SOMENTE CONTEM EMBALAGEM PRIMARIA

Adiclonar Apresentacao Cancelar

All fields are mandatory and if the product does not have secondary packaging, the option “PRODUCT ONLY
CONTAINS PRIMARY PACKAGING” must be chosen. If the desired packaging types are not registered, please
contact the team at the responsible organizational unit.

With each insertion, the list of product presentations can be viewed on the form's main screen.

Apresentacdes *

APRESENTAGCAO 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 inserted substance and by using the button you can

You can delete an entered substance.

The data of the registered version(s) will be made 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 possib?é

delete an inserted version.

After inserting the necessary files, the user must click the submit button to proceed to the completion of the petition flow.

Important: Post-registration petitions do not present fields relating to “Manufacturers”, “Version” or “Presentations” in their form.
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GENERAL REQUESTS FROM THE GENERAL MANAGEMENT OF PORTS, AIRPORTS AND BORDERS (GGPAF)

In order to enable the correct addressing of requests for evaluation by Anvisa units, in some cases the requester may
be required to include the location of the request. In these specific situations, the “Request Location” field will be
available.

Currently this field will be displayed for the primary and secondary subjects relating to Operating Authorization in PAF,
Certification of Good Storage Practices in PAF, Accreditation of Vaccination Services, Communication of Arrival and
Semiannual Inspection of Platforms, Certificate of Free Practice and Health Certificate of Vessel.

Important! Branch registration must be sent to the PAF unit (State) where the branch carries out its activity.

To select the location, click on the magnifﬂass in the right corner of the field. A modal will be available in which it
will be possible to search for request locations by UF or location description.

Selecione o Local de Solicitacdo

IF Descricao do Local de Solicitacao

Selecione v

Select the desired UF or description of the desired location and click search.

Selecione o Local de Solicitacao

Descricao do Local de Solicitagdo

Estado Localde
(UF) Solicitagdo Local de Atendimento

PE Pernambuc  COORDENAGAO DE VIGILANCIA SANITARIA DE PORTOS, AEROPORTOS, FRONTEIRAS E RECINTOS .
0 ALFANDEGADOS NO ESTADO DE PERNAMBUCO

The result will present all results that match the information entered in the filters. In addition to the information regarding
the UF and the description of the request location, the result will present information on the “Service Location” that

corresponds to the Anvisa organizational unit that will be responsible for the
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analyzing the request. It is worth noting that the list of destination locations may vary depending on the subject code selected.

In general terms, the Place of Request corresponds to the location where documentation was routinely delivered
on paper, while the Place of Service indicates the Anvisa unit that will handle the demand. The Service Location
will also be the unit that will be displayed as "Find at" both in the Processes tab and on the Anvisa Consultation

Portal (http://consultas.anvisa.gov.br).
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OWNERSHIP TRANSFER

For Toxicology product type processes

Follow the same step-by-step instructions described in the “Applicant update before analysis is complete” section.

For all other types of product

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

approval phase must follow the flow described in the item “Updating the
requestor before the analysis is completed.”

On the draft screen or in the processes tab, the successful company must register a “petition linked to an existing process” for
“Cancellation by transfer” in the process they wish to transfer. In the form presented, the CNPJ of the successor company must

be informed.

CNPJ da empresa sucessora *

Campo obrigatério

It is worth noting that to insert the CNPJ, the successor company must have a valid registration with the
Anvisa.

The petition form will display, when applicable, presentations with active registration and that will be canceled upon publication of

the “Cancellation by transfer

Apresentacdes do processo 0]

N° APRESENTAGAD N°REGISTRO DESCRIGAO

TESTE 25-01

If there is any inconsistency in the list of presentations, the company must request adjustments to the competent area through the

service channels, since only these presentations will be available for registration by the successor company.

Upon completing the sending of the transfer cancellation request, the successful company will receive a message in its mailbox

with the subject “OWNERSHIP TRANSFER TOKEN".

REMETENTE ASSUNTO DT. ENVIO DT. LEITURA RESPONSAVEL LEITURA AGOES

€  GERENCIA DE GESTAO DOCUMENT
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The message will contain instructions for continuing the ownership transfer process, providing an alpha-
numeric code to be provided to the successor company. Each token refers to the process for which the
cancellation request was filed. Unlike the token for addition by a third party, this token for transfer does not
have an expiration date.

I
—».|— 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 carries out the registration request by transfer, the cancellation request will
remain in the “External postponed analysis” status, since the beginning of the analysis of this petition is
linked to the request for registration request by transfer.

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

When choosing the subject code corresponding to the request, a form will be made available with the
mandatory field “Token for transfer”.

Token para transferéncia *

Campo obrigatério
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The successor company must enter the token provided by the successor company. If the transfer request is
not being made by the company registered by the successful party, the system will display the error message

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

When inserting the token, the form will be updated so that the applicant can select, when applicable, the
presentations that she intends to register in her process.

N® APRESENTAGAO N° REGISTRO DESCRICAO

In addition, petitions from the successful process that are awaiting analysis or whose analysis has not yet been
completed will be displayed. The successor company will be able to select which ones it intends to transfer
among them. The system will automatically and compulsorily 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 — Lack of Manifestation within Deadline” situation. Cool".

N° EXPEDIENTE ASSUNTO DT, ENTRADA STUAGAD

If there is any inconsistency regarding the files that should be available for selection, the company must request
adjustments to the competent area through the service channels.
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14. TROUBLESHOOTING
| CANNOT ACCESS THE REQUEST

« The user must be previously registered with Anvisa to access Solicita. See information about registration on
the page https://www.gov.br/anvisa/pt-br/sistemas/cadastros/cadastro-de-

companies
» Only users registered with the company as security manager, legal guardian or

regulatory petition users can access Solicita.

I CANNOT GET A DRAFT OF A “PETITION LINKED TO AN ALREADY EXISTING PROCESS”
BECAUSE THE SYSTEM CANNOT FIND THE PROCESS OR PETITION THAT | INSERT IN THE ORIGIN
PETITION FIELD.

« To make a request in an existing process, you must access the request through the
CNPJ to which the process is associated.

I CANNOT VIEW DOCUMENTS FOR REQUESTS MADE BY OTHER USERS OF THE
SAME COMPANY.

« To view the documents associated with requests made by any company user on Solicita, the security
manager and/or legal guardian must be registered with the petition regulatory user link. Attention: only
users already associated as a security manager and/or legal guardian can be associated as a petition
regulatory user.

| CANNOT FIND A SUBJECT CODE IN THE “INITIAL PETITION” OPTION.
 Check if the desired subject code is for an initial petition (primary petition), that is, it is a petition that will
result in the opening of a new process. Note: addition, amendment, withdrawal, appeal or rectification will
not appear in “initial petition”, as they are petitions linked to an already existing process (secondary
petitions).
o This check can be done by consulting the desired petition subject in the Subject Query_. The result
will indicate in which Solicita menu the subject can be found:

Resultado da Consulta de Assunto

Cédigo de " PrrE— Atividade/Tipo de X L Fato
Assunto Tipo de Solicitagao Sistema de Peticionamento
Assunto Produto Gerador

- REG. COSMETICOS - Registro de Produto - Primaria / Novo = -
287 = Cosmeético SOLICITA

Nacional Pro

« Check that the subject code is the same “activity/type of product” selected in the

choice of subjects.

« Check that the subject code is the same type of “service” as the initial petition you want
file a linked petition.

« When in doubt, clear all filters and enter only the desired subject code or part of your

description.
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| CANNOT FIND A SUBJECT CODE IN THE OPTION “PETITION LINKED TO AN ALREADY
EXISTING PROCESS”.

 Check if the desired subject code is for a linked petition (secondary petition), that is, it is a petition that
will be included in a previously filed process.
0 This check can be done by consulting the desired petition subject in the Subject Query . The
result will indicate in which Solicita menu the subject can be found:

Resultado da Consulta de Assunto

Codigo de - I Atividade/Tipo de - 2oe Fato
& Assunto Tipo de Solicitacao P Sistema de Peticionamento
Assunto Produto Gerador
e T 2 Secundaria / Peticdo
- REG. COSMETICOS - Modificagao criclilads i 2 m— SOLICITA 5020
£330 vinculada 3 osme! ) SOLICITA 2020
Produto Registrado - Na
existente

« If you are trying to complete the protocol associated with an initial petition:
0 Check that the subject code is the same “activity/type of product” as the initial petition
to which you want to file a linked petition.
0 Check if the subject code is the same type of “service” as the initial petition to which you want
to file a linked petition.
0 When in doubt, clear all filters and enter only the desired subject code.
« If you are trying to carry out the protocol associated with a petition linked to an initial petition:
o In this situation, the system only accepts the protocol for amendment, withdrawal, appeal or
rectification petitions. This information is displayed in the yellow band when selecting the
petition subject:

Selecione o assunto

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

| CANNOT IDENTIFY MY PENDING REQUEST IN THE “PAYMENT” TAB.
« Since the validity of transactions for payment is up to 30 calendar days, only transactions for which the
guide (GRU) was issued up to 30 calendar days before the date on which the consultation is carried
out on Solicita are available for payment.
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MY REQUEST WAS NOT PROTOCOLATED.

« 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 cleared. It is necessary to arrange payment and wait for the protocol.

 Check if the request is in the “awaiting protocol” tab. If the request 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 the transaction number.

I CANNOT MEET A REQUIREMENT IN THE “REQUIREMENTS” TAB.

» Check whether the requirement received was made electronically.

| CANNOT ACCESS A PROCESS OR PETITION IN THE “PROCESSES” TAB

« To be able to access a process in the “processes” tab, access the request through the CNPJ
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 in petitions filed through the Solicita system.

I DO NOT HAVE ACCESS TO THE “PRINT EXTRACT” BUTTON IN THE “PROCESSES” TAB .

« This option is only displayed in petitions filed through the Solicita system.

I DO NOT HAVE ACCESS TO THE “VIEW” BUTTON IN THE “PROCESSES” TAB .

« This option is only displayed in petitions filed through the Solicita system.
« Check if you were the requester of the petition you want to view or check if you are associated

to this company as a regulatory petition user.

MOST COMMON ERROR SCREENS

« Error related to the user incorrectly filling out the form. When filling in properly, the error will be corrected and the
user will be able to progress normally. Errors like this are accompanied by the symbol, which shows the user

what action is necessary when positidhing the

mouse cursor over it.
v 0 formuldrio ndo pode ser enviado enquanto houver cormegBes a serem feltas. X ¢

Page 130/132

Iy

0



Machine Translated by Google

_! I_ Agéncia Nacional

® ot gl
—ll— de Vigilancia Sanitaria
1 MNU - User Manual

« Error related to the generation of the GRU, normally linked to momentary instabilities and resolved when
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, petition subject used,
etc.).

Confirmac3do de envio
%

v QOcorreu um erro ao gerar a GRU. Favor entrar em contato com 0s canals de atendimento da

ANVISA Informando o seguinte codigo SER-2020-042012-3045-0200

] N* Item Anexos Visualizado
Peticdo para fiscalizacdo e liberagdo sanitaria; 620X12540561.pdf Sim

1 . Documento de delegac¢do de responsabilidades de importaca
0, Nos casos de importagGes realizadas por outros que nao o0
detentor do DDCM ou DICD M16-1 77_CE_1 7May2018 (3] pdf Sim

« Error related to sending the petition. Please check whether the petition has been moved to the “Awaiting
Protocol” tab, which signals that the protocol system will continue trying to file it. Otherwise, or if it
remains in this tab for more than 24 hours, please contact Anvisa informing the transaction number
and details related to the error (screenshots, approximate date and time of the error, petition subject
used, etc.).

Confirmacdo de envio

v

Oromeu um €70 30 EXetNtar o Protocolo eepresso, Favor entrar &m contato com os canas de
stendimento da ANVSA Informanda o seguinte codigp SER-2020-081 11550300111

=
1 o |

« Example of a generic Solicita error. When this error occurs, please contact Anvisa informing the
transaction number and details related to the error (screenshots, approximate date and time of the

| an
error, petition subject used, etc.).
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Desculpe

SER-2020-070110-0748-0901
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