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Inclusion  of  information  regarding  the  Amendment  of

Ricardo  Ferreira  Borges

Ricardo  Ferreira  Borges

Bruno  Zago  França  Diniz

The  information  regarding  the  payment,  pending  protocol,  

open  requirements,  and  processes  tabs  has  been  updated.

amendment  by  a  third  party  and  amendment  by  a  third  party

15/10/2019  

15/01/2020  

Bruno  Zago  França  Diniz

Re-inserted  link  configuration  instruction

Legal  Representative  and  Technical  Representative  for

02/08/2019  

28/05/2020  Ricardo  Ferreira  Borges

Included:  “Grant  regulatory  user  profile”

23/06/2020  

Bruno  Zago  França  Diniz

To  PagTesouro  as  an  online  payment  option.

Inclusion  of  information  regarding  authorization  of

14/02/2020  

Inclusion  of  information  about  express  shipping  in

18/11/2019  

19/07/2019  

Beneficiary's  CNPJ  name  and  CPF.

"Regulatory  Petition"  until  the  functionality  is26/03/2020  

30/06/2020  

16/09/2019  

Operating  as  expected.

Cosmetics  Registration  and  Cosmetics  Registration  in  the  

category  "Hair  Straightener  for  Dyed  Hair  -  Grade

Bruno  Zago  França  Diniz

included  specific  guidelines  for  the  free  certificate

"TOXICOLOGY"  (except  wooden  preservatives)

representation  “Regulatory  Petition  User”

Bruno  Zago  França  Diniz

Included  is  the  possibility  of  extending  the  deadline  for  

fulfilling  requirements  for  processes  of  this  type.

Operating  Permits  and  Special  Permits

2”  and  Transfer  of  Ownership

First  version

and  specific  guidelines  for  cosmetics  registration

Ricardo  Ferreira  Borges

Leonardo  Eifert  Catanante

An  appendix  with  specific  guidelines  on  the  petitioning  

process  for  import/export  matters  (PAF)  is  included.

Layout  change  and  inclusion  of  information  relating  to  Bruno  
Zago  França  Diniz

of  practice  and  sanitary  certificate  of  vessel,  general  petitions  

from  the  General  Management  of  Ports,  Airports  and

The  configuration  instruction  for  the  "User"  profile  has  been  removed.
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2.7  

2.6  

2.1  
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2.2  

2.4  

2.5  

2.3  

2.8  

2.9  

3.0  

3.1  

Ricardo  Ferreira  Borges

Inclusion  of  information  regarding  the  use  of  Single  Sign-On.

Inclusion  of  information  regarding  service  evaluation.

Inclusion  of  information  regarding  the  validation  of  attached  

file  names,  information  related  to  changes  in  company  name  or  

address  in  operating  permits,  and  information  

regarding  the  registration  and  notification  of  health  products.

Ricardo  Ferreira  Borges

a  petition  linked  to  this  process  or  petition  occurs

03/05/2021  

Inclusion  of  information  relating  to  the  import  and  export  

form  for  LPCO  and  LI.

Ricardo  Ferreira  Borges

Inclusion  of  information  regarding  the  Embryo  Production  Registry,  

Pesticide  Residue  Study  Registry,  and  Accreditation  and  Qualification  of  

Bruno  Zago  França  Diniz  and  Public  Health  Laboratories.

Bruno  Zago  França  Diniz  and

23/12/2022  

09/12/2020  

30/06/2023  

The  "Troubleshooting"  section  has  been  updated  with  

guidance  on  the  new  Subject  Inquiry  feature  and  how  to  view  

or  file  a  case  or  petition.

Updated  information  regarding  requirement  viewing  and  fulfillment.  

Added  information  regarding  support  for  Pix  as  a  payment  method  

via  PagTesouro.

08/07/2022  

Bruno  Zago  França  Diniz

alphabetical  order.

Ricardo  Ferreira  Borges

Bruno  Zago  França  Diniz

Borders,  applicant  update  before  analysis  is  complete,  and  

registration  of  sanitizing  products.

Updated  information  has  been  provided  regarding  the  

functionalities  for  transferring  ownership,  third-party  amendments,  

registration  and  notification  of  sanitizing  products,  and  changes  

to  expressions  of  interest  in  sanitizing  products.

10/12/2020  

Ricardo  Ferreira  Borges

09/12/2021  
Clarification  regarding  the  validity  period  of  tokens  for  third-

party  addendums  and  transfer  of  ownership.

30/09/2021  Bruno  Zago  França  Diniz

via  Gov.Br  to  access  the  system

Bruno  Zago  França  Diniz

Bruno  Zago  França  Diniz

Update  on  information  regarding  the  PIX  payment  method.

Inclusion  of  the  "Troubleshooting"  section.

08/06/2021  

Update  of  information  regarding  general  requests  from  the  

General  Management  of  Ports,  Airports  and  Borders  

(GGPAF).

11/02/2021  

Bruno  Zago  França  Diniz  and

Ricardo  Ferreira  Borges

07/10/2021  

Reordering  of  Specific  Guidelines  in  the  manual  by

Ricardo  Ferreira  Borges
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Ricardo  Ferreira  Borges

Ricardo  Ferreira  Borges

Bruno  Zago  França  Diniz

excluding  accessing  the  request  using  the  same  CNPJ  that  

filed  the  process  or  petition.

Evolution  of  the  import/export  form  by

Update  to  the  section  on  ownership  transfer  with  specific  

information  for  Toxicology  processes.

04/09/2024  

Inclusion  of  information  regarding  the  AFE/AE  grant  

form.
04/10/2024  

31/12/2024  

Express  shipment  including  a  field  for  entering  the  

quantity  of  units,  and  its  respective  validation,  and  

information  regarding  the  importation  of  Cannabis.

drafts  that  have  been  inactive  for  more  than  13  months.

01/11/2024  

Update  to  the  Cannabis  Import  Form

notification  and  registration  of  food

Ricardo  Ferreira  Borges

28/08/2023  

05/07/2024  

Bruno  Zago  França  Diniz

Updating  the  cosmetics  registration  form

18/09/2023  

Update  to  50MB  maximum  file  size  Bruno  Zago  França  Diniz

Ricardo  Ferreira  Borges

Bruno  Zago  França  Diniz

Inclusion  of  information  regarding  the  form  for  expanding  

or  reducing  the  activity  or  class  of  the  Operating  

Authorization.  Reorganization  of  specific  guidelines.  

Exclusion  of  guidelines  for  the  decentralized  protocol  for  

Operating  Authorization  in  PAF,  Certification  of  

Good  Storage  Practices  in  PAF,  and  Accreditation  of  

Vaccination  Services.

Inclusion  or  exclusion  of  a  brand,  exclusion  of  a  

manufacturer,  and  alteration  of  a  food  manufacturing  step.

02/10/2024  
including  automatic  validation  information

Inclusion  of  information  regarding  automatic  purging.

Ricardo  Ferreira  Borges

Ricardo  Ferreira  Borges

allowed  for  annex  not  requested.

04/12/2023  

Requirements  can  be  found  in  the  Open  Requirements  tab.

Inclusion  of  the  possibility  of  issuing  receipts  for  manual  

petitions  and  for  petitions  previously  filed  through  

the  old  Electronic  Petitioning  System.

Bruno  Zago  França  Diniz

Update  on  viewing  information

Ricardo  Ferreira  Borges

14/08/2023  

Inclusion  of  information  regarding  the  drug  notification  

form  (medical  gases)

Inclusion  of  information  relating  to  the  form  of

06/03/2025  

3.7  

3.3  
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3.5  

3.6  

3.4  

3.9  

4.0  

4.1  

4.2  

3.8  
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4.9  

4.6  

4.4  
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4.3  

4.7  

4.8  

4.5  

5.0  

5.3  

5.4  

5.2  

5.1  

Updating  information  related  to  the  cosmetics  registration  and  

notification  form,  and  adding  information  regarding  

changes  and  migrations  of  notifications  and  expressions  

of  interest.

14/10/2025  

29/05/2026  

tobacco  derivatives

16/06/2026  

Food  Registry

Ricardo  Ferreira  Borges

Bruno  Zago  França  Diniz

Inclusion  of  new  information  regarding  prioritization  options  

and  rare  diseases  (applicable  only  to  medications). Bruno  Zago  França  Diniz

Inclusion  of  information  regarding  the  versioning  of  specific  

forms  and  the  corresponding  alert  messages  in  the  

Drafts  tab.

31/03/2025  
Updating  information  related  to  the  food  registration  and  

notification  form.
Ricardo  Ferreira  Borges

Bruno  Zago  França  Diniz

Ricardo  Ferreira  Borges

Inclusion  of  the  product  registration  and  notification  workflow.

Ricardo  Ferreira  Borges

Bruno  Zago  França  Diniz

Update  to  the  section  regarding  Forms  of

Bruno  Zago  França  Diniz

Operating  Permit  to  reflect  the  activity

Inclusion  of  the  workflow  for  issuing  certificates  and  documents  -  Ricardo  Ferreira  Borges

Update  of  information  regarding  specific  medical  device  

forms  (formerly  "health  products")  to  include  new  fields  to  

be  completed.

14/11/2025  

03/04/2025  

Bruno  Zago  França  Diniz

Update  of  information  regarding  system  access  profiles,  

and  inclusion  of  details  about  the  "Financial"  profile.

05/08/2025  

Ricardo  Ferreira  Borges

Adding  the  favorites  tab

Inclusion  of  new  fields  in  the  Health  Products  form  and  

issuance  of  AFE/AE  Certificate.

Bruno  Zago  França  Diniz

09/09/2026  

Open  requirements,  minor  corrections  to  specific  

food  forms.

13/03/2026  

Updating  the  information  on  the  Payment  and  tabs

05/01/2026  

29/07/2026  

25/06/2025  

Bruno  Zago  França  Diniz

Inclusion  of  information  relating  to  Clinical  Drug  Research  

forms.
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2.  HOME  SCREEN................................................................................................................................................................13

Change  to  Food  Notification..........................................................................................................87
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1.  CHOICE  OF  THE  COMPANY  TO  BE  REPRESENTED .........................................................................................................12

4.  CREATING  A  DRAFT  OF  A  PRIMARY  PETITION ..........................................................................................18

5.  CREATING  A  DRAFT  PETITION  LINKED  TO  AN  EXISTING  PROCESS .............................................28

3.  SKETCHING  SCREEN .................................................................................................................................................14

7.  PAYMENT  TAB ......................................................................................................................................................37

13.  SERVICE  EVALUATION ..........................................................................................................................................54

11.  ABA  PROCESSES .......................................................................................................................................................47

Proof  of  filing ..........................................................................................................................55

Notification  and  Registration  of  Food..............................................................................................................64

8.  ABA  AWAITING  PROTOCOL..............................................................................................................................40

6.  CREATING  A  DRAFT  OF  A  CERTIFICATE..................................................................................31

End  of  petitioning  workflow.........................................................................................................................55

14.  SPECIFIC  GUIDELINES ......................................................................................................................................55

Cross-sectional  Forms .....................................................................................................................................56

ACCESS  TO  THE  SYSTEM......................................................................................................................................................10

Authorization  for  amendment  by  a  third  party  and  amendment  by  a  third  party .............................................................57

Changes  to  the  Activities  of  Establishments  Involved  in  the  Manufacture  of  Registered  Food  Products............88

Exclusion  of  Establishments  Involved  in  the  Manufacture  of  Registered  Foods....................................90

Food  Forms ...................................................................................................................................64

10.  ABA  OPEN  REQUIREMENTS ..................................................................................................................................44

Applicant  update  before  analysis  is  complete..............................................................................56

12.  ABA  FAVORITES .......................................................................................................................................................52

Transfer  of  ownership.........................................................................................................................61

SUMMARY

Machine Translated by Google



Page  7/286

Change  of  Company  Name  to  AFE/AE .......................................................................................................117

Renewal  of  Notification  for  Tobacco-Derived  Product........................................................................197

Exclusion  of  Registered  Food  Trademarks................................................................................................92

Change  of  Legal  Representative  and  Technical  Representative  for  Food  Registration ................................156

Renewal  of  Registration  for  Tobacco-Derived  Products.............................................................................190

Granting  of  AFE/AE.....................................................................................................................................95

Change  of  Company  Name  for  Food  Registration ................................................................................147

Cosmetic  Formularies ...............................................................................................................................160

Change  of  Legal  Representative  and  Technical  Representative  for  AFE/AE.........................................................126

Expansion  of  Company  Authorization  Class........................................................................................131

Notification  and  Registration  of  Cosmetics  with  Tint................................................................................175

Reduction  of  Company  Authorization  Class...........................................................................................135

Expansion  of  Company  Authorization  Activity ..................................................................................129

Tobacco-Derived  Product  Notification ...............................................................................................191

Registration  of  Beneficiary  Tobacco..................................................................................................................199

Notification  and  Registration  of  Cosmetics..........................................................................................................160

Change  of  Address  for  AFE/AE ............................................................................................................108

Expression  of  Interest  in  Continuing  the  Commercialization  of  Notification .......................................178
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Expression  of  Interest  and  Product  Reactivation ....................................................................................94

Registration  of  Tobacco-Derived  Product ....................................................................................................180

Generating  Food  Registration..............................................................................................................102

Operating  Permit  and  Food  Registration  Forms .......................................................95

Cosmetics  Notification  Migration......................................................................................................178

Tobacco  Products  Forms ................................................................................................180

Reduction  of  Company  Authorization  Activity .....................................................................................132

Change  to  Cosmetics  Notification......................................................................................................177

Change  of  Address  for  Food  Registration ...................................................................................138

Machine Translated by Google



Page  8/286

I  can't  access  Solicita...........................................................................................................................281

Authorization  and  Accreditation  of  Public  Health  Laboratories  -  REBLAS ...............................................202
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Public  Health  Laboratory  Forms ................................................................................................202

Change  to  Notification  of  Sanitizing  Products .......................................................................................................273

Notification  of  Medicines  –  Medical  Gases......................................................................................207

Clinical  Research  Forms ........................................................................................................................214

Blood,  Tissue,  and  Organ  Forms ........................................................................................................274

Embryo  Production  Registry.............................................................................................................274

Export  by  LPCO....................................................................................................................................244

Import/export  by  express  delivery ...........................................................................................245

Express  shipping  of  Cannabis  -derived  products ..............................................................................247

Clinical  Drug  Research  Forms.....................................................................................214

Notification  and  Registration  of  Sanitizing  Products............................................................................................................266

Expression  of  Interest  in  Continuing  Commercialization ...............................................................273

Drug  and  Biological  Product  Forms .....................................................................................205

Import  via  LPCO  with  LI........................................................................................................................250

Medical  Device  Forms ...............................................................................................................253

Sanitation  Products  Forms .................................................................................................................................266

Prioritization  and  Rare  Disease ...........................................................................................................................205

Semiannual  Platform  Inspection.................................................................................................................252

Toxicology  Forms ...............................................................................................................................276

Forms  for  Ports,  Airports  and  Customs  Areas .........................................................................240

Certificate  of  Free  Practice  and  Vessel  Health  Certificate ............................................................240

Arrival  Notification ............................................................................................................................242

Notification  and  Registration  of  Medical  Devices...........................................................................................253

15.  PROBLEM  SOLVING ......................................................................................................................................281

Pesticide  Residue  Study  Registration.........................................................................................276
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I  can't  find  a  subject  code  in  the  "initial  petition"  option. ................................................281

I  can't  find  my  pending  request  in  the  "payment"  tab. ...................................................283

My  request  was  not  registered. .........................................................................................................283

I  don't  have  access  to  the  "print  protocol"  button  in  the  "processes"  tab...........................................................283

I  don't  have  access  to  the  "print  statement"  button  in  the  "processes"  tab...............................................................284

Most  common  error  screens ................................................................................................................................284

I  cannot  access  a  case  or  petition  in  the  "cases"  tab ..................................................................283

I  cannot  view  documents  for  requests  made  by  other  users  from  the  same  company.............281
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I  cannot  create  a  draft  of  a  "petition  linked  to  an  existing  case"  because  the  system  cannot  find  the  case  or  

petition  I  entered  in  the  originating  petition  field......................................................281

I  can't  find  a  subject  code  in  the  "petition  linked  to  an  existing  process"  option....282

I  can't  find  a  specific  petition  in  the  process  tree...........................................................284

I  don't  have  access  to  the  "view"  button  in  the  "processes"  tab...........................................................................284

I  can't  find  a  process  in  the  "Favorites"  tab ................................................................................284

I  cannot  fulfill  a  requirement  in  the  "requirements"  tab................................................................................283
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Solicita  now  offers  two  login  options:

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

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

Firefox.

•  Access  via  Gov.Br

Access  via  Gov.Br  uses  the  user's  registration  on  the  Gov.Br  portal.  which  needs  to  be  up-to-date  and  active,  combined  with  the  

user's  registration  with  Anvisa,  for  the  correct  display  of  the  represented  companies.

•  Traditional  access  via  user  email  and  password

USER  MANUAL

Access  the  link  https://solicita.anvisa.gov.br

MNU  -  User  Manual

ACCESS  TO  THE  SYSTEM
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•  Security  Manager  or  Legal  Representative  –  Grants  full  access  to  the  system.  The  user  can  access  documents  associated  with  

requests  made  only  by  the  user  themselves .  •  Regulatory  Petition  User  Link  –  Grants  full  access  to  the  

system.  The  user  can  access  documents  associated  with  requests  made  by  any  user  linked  to  that  CNPJ  (Brazilian  tax  ID).  •  

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

Consult  the  Anvisa  Registration  manual.

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

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

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

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

the  other  profiles,  granting  the  Financial  profile  will  not  result  in  any  changes  to  the  access  granted  by  the  other  profiles.

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

both  GRU  generation  and  payment  via  PagTesouro.

MNU  -  User  Manual

Step-by-step  instructions  and  answers  to  frequently  asked  questions  about  this  access  can  be  found  here.
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1.  CHOOSING  THE  COMPANY  TO  BE  REPRESENTED
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Select  the  company  and  click  'OK'  to  proceed.

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

represent.
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2.  Home  Screen

MNU  -  User  Manual

The  sidebar,  where  you  can  choose  which  features  you  want  to  use:

The  home  screen  will  display  two  main  sections:
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3.  SKETCHING  SCREEN
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the  drafts  screen:

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

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

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

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

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

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

present  at  the  bottom  of  the  form

It  will  be  possible  to  export  the  drafts  present  in  the  rows  to  Excel.

When  you  fill  in  the  magnifying  

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

When  activated Advanced  search  criteria  will  be  displayed.

and  activate  the

MNU  -  User  Manual
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sketch.

In  advanced  search,  the  search  criteria  are:

-  Allows  editing  of  a  draft.

•  Responsible  for  Editing  –  Displays  results  related  to  the  person  responsible  for  the  last  edit  to  the  draft  or,  

if  no  changes  occurred  after  the  draft  was  created,  the  user  responsible  for  creating  the  draft;

•  Actions  –  Enables  the  execution  of  three  actions.

The  fields  display  the  following  information:

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

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

Change  button

View  button -  Allows  viewing  a  draft  without  the  possibility  of  editing.

•  Automatic  Deletion  Date  –  Displays  results  related  to  the  automatic  deletion  date  of

sketch;

•  Responsible  for  Editing  -  Field  displaying  the  name  of  the  person  responsible  for  the  last  modification.

•  Description  –  Displays  results  related  to  the  subject  code  or  subject  description  of  the

•  Creation  Date  –  Displays  results  related  to  the  draft's  creation  date.  When  filling  in  the

In  the  Start  and  End  fields,  it  is  possible  to  perform  searches  within  a  defined  period.

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

in  each  field.

done  in  draft  form;

The  results  section  has  the  following  structure:

sketch;

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

•  Automatic  Deletion  Date  –  Field  displaying  the  date  for  automatic  deletion  of  the
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•  If  the  checklist  items  associated  with  the  subject  have  been  modified  since  the  last  save

Allows  you  to  delete  a  draft.Delete  button

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

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

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

•  If  the  draft  relates  to  a  secondary  petition  and  the  previously  selected  original  petition  has  had  its  ownership  changed  to  another  

CNPJ  (Brazilian  tax  ID),  a  message  will  be  displayed,  as  shown  below,  and  it  will  not  be  possible  to  proceed  with  sending  

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

•  If  the  draft  relates  to  a  specific  form  and  this  form  has  been  updated  by

After  creating  a  draft,  Anvisa  will  display  a  message,  as  shown  below,  and  it  will  not  be  possible  to  proceed  with  sending  that  

draft.  The  company  must  save  its  documents  and  information  and  start  a  new  draft  on  that  subject:
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All  unsaved  data  will  be  discarded.

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

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

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

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

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

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

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

At  the  bottom  there  are  4  buttons,  which  are:

Use  the  search  

button  to  select  the  subject.
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•  

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

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

example:

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

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

Send  the  process.

By  pressing  the  button Next  to  the  "Subject"  field,  the  following  screen  will  open.

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

the  desired  one:
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Description  of  the  research  topic.

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

.  

In  which  a

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

be  used  with  empty  fields,  thus  opening  and  displaying  the  list  of  responses  with  all  the

This  section  allows  you  to  select  the  desired  service  from  those  listed  for  Anvisa  on  the  Gov  Br  Portal.  You  

can  search  for  a  service  by  typing  part  of  its  name  (using  the  "auto-complete"  feature).  When  you  select  a  
service,  the  related  petition  topics  will  be  displayed  as  a  result.  This  feature  is  still  under  construction  and  may  
have  inconsistencies.

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

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

the  results  list,  or  use  the  selector  on  the  side  of  the  bar  to  display  a  larger  number  of  topics  on  the  search  screen.

MNU  -  User  Manual

Page  21/286

Machine Translated by Google



In  each  item,  there  will  be  a  button.

In  the  "Documentation"  section,  you  can  see  the  columns  "No.",  which  displays  the  item  number,  "Item,"  which  

displays  the  item  name/title,  "Required,"  where  "Yes"  will  be  displayed  if  including  file(s)  is  mandatory  for  that  item,  

"Files,"  where  the  files  selected  for  each  item  will  be  displayed,  and  "Actions,"  where...

After  selecting  the  desired  subject,  the  fields  in  the  "General  Petition  Data"  block  will  be  automatically  completed,  

and  up  to  3  blocks  will  appear:  "Form  Templates,"  "Legal  Basis,"  and  "Documentation,"  already  filled  with  initial  data.

In  the  "Form  Templates"  section,  you  can  download  form  templates  for  completion  which,  once  filled  out,  can  be  

linked  to  the  corresponding  item  in  the  "Documentation"  section.

The  system  will  apply  a  filter  that  will  automatically  replace  any  invalid  characters  that  may  be  in  the  composition  of  

each  file  name  with  an  underscore  (_).  Invalid  characters  include

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

invisible  characters  (ESC,  DEL,  null,  end  of  text, ...),  among  others.  This  change  does  not  alter  the  content  of  the  

files.

'  "  
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click  on  the  names  of

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

By  clicking  the  button

Depending  on  the  subject  code  selected,  other  information  blocks  may  be  available  in  the  petition  form;  see  the  final  sections  of  the  

Manual  for  specific  guidance  on  each  form.

A  screen  will  open  allowing  you  to  attach  one  or  more  relevant  files  to...

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

To  confirm  the  submission,  you  must  first  click  on  attachments  so  

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

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

,  

Machine Translated by Google



Page  24/286

MNU  -  User  Manual

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

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

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

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

Card  or  using  Pix.

Machine Translated by Google



the  button

You  will  be  redirected  to  the  draft  screen  again.  The  request  has  been  completed.

By  selecting  the  "Generate  Boleto"  option,  you  will  be  able  to  print  the  GRU  for  payment.  Clicking  on

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

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

•  Credit  Card,  where  you  can  choose  one  of  the  available  payment  providers.  Depending  on  the

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

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

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

Choose,  no  prior  registration  is  required.
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You  will  be  redirected  to  the  draft  screen  again.Clicking  on

If  the  request  does  not  require  payment  of  a  fee,  a  success  message  will  be  displayed  with  the  petition  details.
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Upon  completion,  you  will  be  redirected  to  the  drafts  screen  again.

By  clicking  on

The  page  ready  for  printing  the  receipt  will  open.
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Initially,  it  is  possible  to  identify  two  blocks  of  information:  the  first  containing  the  petitioner's  data,  as  in  the  initial  petition  process,  and  

a  second  containing  the  general  data  of  the  petition.

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

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

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

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

Research  and  selection  of  the  petition  to  which  the  request  will  be  linked.
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5.  CREATING  A  DRAFT  PETITION  LINKED  TO  AN  EXISTING  PROCESS
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•  When  indicating  a  secondary  petition/petition  linked  to  a  process  as  the  "Original  Petition,"  it  will  only  be  possible  to  link  requests  

for  amendments,  withdrawals,  appeals,  and  corrections  to  that  petition.

Important!

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

By  entering  the  desired  data  and  clicking  [button  name],  processes  and  files  corresponding  to  the  searched  criteria  will  be  

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

To  select  the  desired  process,  click  next  to  the  process.  From  this  point  on,  the  steps  will  be  the  same  as  those  required  to  fill  out  an  

initial  petition,  starting  with  selecting  the  subject  matter.

•  The  Digital  Service  selector,  when  the  screen  accessed  is  a  petition  linked  to  an  existing  process,  loads  the  available  services  

taking  into  account  the  digital  service  of  the  parent  petition.  For  example,  when  starting  a  linked  petition  in  a  Cosmetic  

Registration  process,  whose  service  is  Request  Cosmetic  Registration,  the  services  available  for  the  linked  petition  include  

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

•  If  the  selected  source  petition  does  not  have  an  associated  service,  the  “activity/product  type”  field  will  be  pre-filled  with  the  same  

option  as  the  initial  petition.  Pay  attention  to  whether  the  linked  petition  you  want  to  file  is  of  a  different  product  type  and  adjust  

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

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

by  Anvisa  or  when  the  petition  has  been  published.

available  in  the  petition  form.

petitions,  as  per  the  notice  displayed  on  the  screen:

•  Depending  on  the  subject  code  selected,  other  information  blocks  may  be  available.
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After  clicking  on  “Request  Certificate”,  a  new  tab  will  open  in  your  browser  similar  to  the  one  shown  below:

Important!  Not  all  product  types  are  yet  available  for  issuance  through  the  self-service  Request  system.

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

Certificate”.

In  cases  where  the  product  type  has  not  yet  been  made  available,  the  message  "Issuance  is  not  yet  available  for  

this  product  type"  will  be  displayed.
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Certificate  of  Authorization  to  Operate  (AFE  or  AE)

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

Initially,  it  is  possible  to  identify  two  blocks  of  information,  the  first  containing  the  petitioner's  data:

The  second  one  with  the  "Type  of  Request":

The  system  will  display  the  valid  AFEs  or  AEs  for  the  represented  company.  If  the  company  does  not  have  an  active  AFE  or  AE,  the  

system  will  display  the  message:  “The  company  does  not  have  an  active  AFE  or  AE  at  the  moment.  The  AFE/AE  Certificate  is  an  

optional  document  and  can  only  be  requested  after  the  Authorization  has  been  granted.  To  request  the  granting  of  the  AFE  or  AE,  go  

to:  Draft  >  New  >  Initial  Petition.”

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

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

up-to-date,  and  I  am  aware  that,  after  the  issuance  request,  it  will  not  be  possible  to  change  the  information  in  

the  issued  document."

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

button;  a  new  tab  will  open  with  the  chosen  certificate  template  pre-filled  for  verification  of  the  information  

available  in  the  Anvisa  database.  If  you  identify  any  discrepancies,  please  contact  the  responsible  department  

before  requesting  the  issuance  of  the  certificate.

After  selecting  the  desired  AFE  or  AE,  the  system  will  display  the  following  information  on  the  screen:  

"authorization  number",  "activity  and  class",  "process  number"  and  "process  subject".  The  system  will  also  

display  the  type  of  document  that  will  be  displayed,  taking  into  account  the  type  of  authorization  selected  (AFE  or  AE).

It  will  be  opened.

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

payment,  just  as  shown  in  the  "Initial  Request"  section.  If  no  fee  is  required,  the  system  will  complete  the  

petitioning  process.

Product  certificate  or  certification

Important!  Please  note  that  the  request  to  correct  the  database  must  be  made  before  requesting  the  issuance  

of  the  certificate,  since  it  is  not  possible  to  make  changes  to  the  generated  document  after  the  request  has  

been  submitted.

By  clicking  the  button Next  to  the  field  above,  a  window  will  be  available  for  searching  and  selecting  the  

product  for  which  you  wish  to  issue  a  certificate.

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

the  section  “Request  Data  -  Issuance  of  Certificate/Certificate  –

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

The  user  can  then  search  for  the  desired  product  by  entering  the  process  number  or  the  regularization  number.  At  least  one  field  

must  be  filled  in  to  perform  the  search.  By  clicking  on

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

Product"
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to  display  a  modal  for  inserting  the

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

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

In  the  "Select  Document  Type"  field,  select  the  type  of  document  you  wish  to  issue.  After  selection,  the  system  will  choose  the  subject  

matter  and  automatically  calculate  the  fee  amount  according  to  the  company  size  and  the  event  that  generated  the  transaction.

To  enter  information,  click  on  information.

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

as  necessary.

This  process  can  be  repeated.
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For  both  operating  permits  and  product  applications,  after  the  petition  is  completed,  a  secondary  file  will  be  generated  

which  can  be  consulted  in  the  processes  tab  of  Solicita.  The  certificate  can  be  obtained  by  accessing  this  file,  as  

shown  below:

Access  to  a  certificate  or  document

Using  the  button,  a  new  tab  will  open  with  the  chosen  certificate  template  pre-filled  for  verification  of  the  information  

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

requesting  the  issuance  of  the  certificate.

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

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

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

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

document."

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

just  as  shown  in  the  "Initial  Request"  section.  If  no  fee  is  required,  the  system  will  complete  the  petitioning  process.

Important!  Please  note  that  the  request  to  correct  the  database  must  be  made  before  requesting  the  issuance  of  the  

certificate,  since  it  is  not  possible  to  make  changes  to  the  generated  document  after  the  request  has  been  submitted.
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When  you  select  the  “Payment”  option  on  the  side  screen,  the  following  screen  will  be  displayed:

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

This  tab  displays  transactions  that  are  awaiting  payment  or  payment  processing  and  whose  due  date  is  after  

the  current  date.  "Overdue"  transactions  will  not  be  displayed  in  this  tab,  as  payment  is  no  longer  possible.

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

transaction,  it  may  take  up  to  30  minutes  to  appear.  If  the  company  needs  the  payment  processed  urgently,  it  

is  suggested  that  the  payment  flow  be  initiated  directly  on  the  completion  screen.
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one

Processes  and  petitions  related  to  Operating  Permits  or  Special  Permits.

at  hh:mm:ss”.

Regarding  the  submission  of  the  petition.  The  time  of  the  last  update  is  displayed  at  the  top  of  the  screen:  “The  last  update  occurred

•  Bill  of  Lading  Number  –  Displays  results  related  to  the  bill  of  lading  number  (also  known  as  AWB),  applicable  

only  to  petitions  and  processes  related  to  import/export.

which  generates  an  Excel  file  with  the  petitions  awaiting  expedited  

processing.

chosen

advanced:

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

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

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

•  Knowledge  Number  –  Displays  results  related  to  the  knowledge  number  (if  any);  this  identifier  was  provided  for  

physical/manual  petitions  after  the  documentation  was  delivered  to  the  Agency  and  before  the  process  or  

file  number  was  generated.

•  AFE/AE  Number  –  Displays  results  related  to  the  AFE/AFE  number.  Applicable  only  to

same,

•  Issue  Date  –  Displays  results  related  to  the  issue  date  between  the  selected  dates.

On  the  screen,  there  is  a  button  listed  

immediately  after  payment. below filter

•  Digital  Service  –  Displays  results  related  to  the  selected  digital  service.  This  filter  is  still  under  construction  and  

will  be  populated  as  more  Anvisa  services  are  listed  on  the  Gov  Br  portal,  therefore  it  may  present  

inconsistencies.

and  a  button

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

to  open  the  filter

•  Value  -  Displays  results  related  to  the  transaction  value.

•  Description  -  Displays  results  related  to  the  transaction  description.

•  Guide  -  Displays  results  related  to  the  guide  number.
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Treasurer

"Due  Date"  and  "Actions,"  which  displays  the  possible  action  buttons  for  each  payment,  namely:

The  payment  list  has  the  columns  “Transaction  No.”,  “Description”,  “Guide”,  “Amount”,  “Issue  Date”,  “Date”.

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

Print  the  transaction  statement.

Allows  you  to  view  the  request.
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•  Responsible  Party  -  Presents  results  related  to  the  responsible  party.

and  a  button

On  the  screen,  there  are  buttons  listed  

in  the  table  below,  a  quick  filter.

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

,  which  generates  an  Excel  file  containing  the  protocols

to  open  the

which,  when  activated,  displays  the  advanced  filter  with  the  following  search  options:

advanced  filter

•  Description  -  Displays  results  related  to  the  transaction  description.

•  Transaction  Number  -  Displays  results  related  to  the  transaction  number.
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:  Opens  a  window  to  print  the  extract  with  the  petition  data.

You  can  perform  some  actions  by  clicking  the  action  buttons:

•  Transaction  Date  -  Displays  results  relating  to  the  transaction  date  within  the  entered  period.

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

and  “Actions”.

By  selecting  the  “Mailbox”  option  in  the  side  menu,  a  screen  will  open  listing  read  and  unread  messages  related  

to  the  company's  CNPJ  (Brazilian  tax  ID)  used  to  access  Solicita.  Whenever  there  is  an  unread  message  and  

the  user  attempts  to  access  any  functionality,  they  will  first  be  directed  to  the  mailbox.

Starting  in  July  2020,  messages  of  the  type  "Proof  of  Filing"  will  have  the  requirement  to  be  read  removed,  so  that  these  messages  will  

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

other  messages  will  continue  to  require  reading  before  allowing  the  use  of  other  system  functionalities.

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

petition.  This  button  is  only  displayed  for  workflows  initiated  in  Solicita,  and  only  for  the  user  who  filed  the  petition  

or  for  users  who  have  the  Regulatory  Petition  User  link.  In  cases  where  an  amendment  has  been  made  by  a  third  

party,  the  field  may  be  disabled  if  the  third  party  chooses  not  to  share  the  information  with  the  applicant  of  the  

process  or  petition.

MNU  -  User  Manual
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The  message  list  has  the  columns  "Sender",  "Subject",  "Date  Sent",  "Date  Read",  "Responsible".

"READING"  and  "ACTIONS",  which  has  a  button  that  

opens  a  new  browser  tab.

On  the  screen,  there  is  a  button  just  below  

it,  a  quick  filter.

the

•  Sender  -  Displays  results  related  to  the  sender.

which,  when  activated,  opens  the  detailed  message  in

which  can  be  used  to  search  for  a  message  by:

activated,to  be it  presents

which  outputs  an  Excel  file  with  the  listed  messages

and  a  button to  open  the  filter

advanced  filteradvanced, what,

•  Subject  -  Displays  results  related  to  the  message's  subject.  •  Recipient  -  Displays  results  

related  to  the  person  responsible  for  reading  the  message.

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

to  the

•  Submission  Date  -  Displays  results  related  to  the  submission  date  within  the  selected  period.
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On  the  screen,  there  is  a  button  in  

the  table  below  it,  a  quick  filter.

This  screen  displays  unmet  requirements  from  processes  or  petitions  that  have  not  been  finalized  and  that  

were  submitted  from  August  1,  2019  onwards.  Therefore,  requirements  that  remain  unmet  in  processes  and  

petitions  that  have  reached  a  "finalized"  document  status,  such  as  approved,  published  approval,  petition  

closed,  withdrawal  at  the  request  of  the  applicant,  or  canceled,  for  example  –  that  is,  where  Anvisa's  action  on  

the  request  has  already  been  finalized  –  will  no  longer  be  displayed  in  the  open  requirements  tab.  Only  those  

related  to  processes  and  petitions  filed  by  the  company,  as  well  as  those  issued  in  documents  created  by  the  

Agency,  such  as  investigation  dossiers,  are  displayed.

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

This  screen  displays  any  requirements  issued  by  Anvisa  in  processes  or  petitions  related  to  the  company's  

CNPJ  (Brazilian  tax  ID)  used  to  access  Solicita,  or  requirements  for  which  the  logged-in  company  is  the  

recipient.  Requirements  can  be  viewed  for  requests  made  through  Solicita,  the  Electronic  Petitioning  System  

(available  at  http://www9.anvisa.gov.br/peticionamento/sat/global/acesso.asp),  as  well  as  processes  and  

petitions  initiated  by  Anvisa  itself.

which  generates  an  Excel  file  with  the  open  requirements.

and  a  button to

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

MNU  -  User  Manual
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•  Responsible  for  Reading  -  Presents  results  related  to  the  person  responsible  for  reading.

•  Description  -  Presents  results  related  to  the  requirement  description.

•  File  Number  -  Displays  results  related  to  the  file  number

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

requirements  -  Displays  results  that  are  not  overdue

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

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

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

•  Bill  of  Lading  Number  –  Displays  results  related  to  the  bill  of  lading  number  (also  known  as  AWB),  applicable  

only  to  petitions  and  processes  related  to  import/export.

•  AFE/AE  Number  –  Displays  results  related  to  the  AFE/AFE  number.  Applicable  only  to

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

Processes  and  petitions  related  to  Operating  Permits  or  Special  Permits.

Br.  

Product”,  “OFFICE  HOURS”,  “OFFICE  HOURS  REQUIREMENT”,  “DATE  OF  REQUIREMENT”,  “DATE  OF  READING”,  “READING  

RESPONSIBLE”,  “DEADLINE  FOR  COMPLIANCE”  and  “ACTIONS”,  this  being  the

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

•  Process  -  Displays  results  related  to  the  process  number.

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

•  Knowledge  Number  –  Displays  results  related  to  the  knowledge  number  (if  any);  this  identifier  was  provided  

for  physical/manual  petitions  after  the  documentation  was  delivered  to  the  Agency  and  before  the  process  

or  file  number  was  generated.

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

and  will  be  populated  as  more  Anvisa  services  are  listed  on  the  Gov  portal.
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For  processes  of  the  product  type  "TOXICOLOGY"  –  except  those  related  to  wood  preservatives.

last  one  where  the  button  is  located In  each  process,  clicking  on  it  opens  the  process  in  a  new  browser  tab,  

similar  to  the  one  presented  when  starting  a  process  in  the  "Draft"  tab,  allowing  the  requirements  to  be  met  for  

each  open  requirement.

It  is  possible  to  request  an  extension  of  the  deadline  by  clicking  the  button  in  the  process  or  respective  file,  as  

shown  below.  When  clicked,  this  button  opens  the  process  in  a  new  browser  tab,  similar  to  the  one  presented  

when  starting  a  process  in  the  "Draft"  tab,  allowing  you  to  request  an  extension  of  the  deadline  to  fulfill  the  

requirement.

–,  

MNU  -  User  Manual
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and  a  buttontable,  a  quick  filter

The  processes  related  to  Investigation  Dossiers  and  their  associated  petitions  or  Sanitary  Administrative  

Processes  are  only  available  for  viewing  once  a  requirement  has  been  issued.

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

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

,  which  generates  an  Excel  file  with  the  processes  displayed  inA  button  is  available  on  the  screen.

either  by  Anvisa  or  when  the  process  or  petition  is  published.

To  open  the  advanced  filter:
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•  Activity/Product  Type  -  Displays  results  related  to  the  activity/product  type.

Br.  

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

and  will  be  populated  as  more  Anvisa  services  are  listed  on  the  Gov  portal.

•  Transaction  Number  –  Displays  results  related  to  the  transaction  number.

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

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

Processes  and  petitions  related  to  Operating  Permits  or  Special  Permits.

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

•  Process  -  Displays  results  related  to  the  process  number.

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

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

•  Description  -  Displays  results  related  to  the  process  description.

•  Status  –  Presents  results  regarding  the  status  of  the  process.

•  Bill  of  Lading  Number  –  Displays  results  related  to  the  bill  of  lading  number  (also  known  as  AWB),  

applicable  only  to  petitions  and  processes  related  to  import/export.

•  Knowledge  Number  –  Displays  results  related  to  the  knowledge  number  (if  any);  this  identifier  was  

provided  for  physical/manual  petitions  after  the  documentation  was  delivered  to  the  Agency  and  

before  the  process  or  file  number  was  generated.

•  AFE/AE  Number  –  Displays  results  related  to  the  AFE/AFE  number.  Applicable  only  to
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where  it  is  possible  to  check  the  documents  (petitions  related  to  the  process),  electronic  requirements,  official  letters

that,

The  process  listing  includes  the  columns  “PROCESS”,  “DESCRIPTION”,  “ACTIVITY/PRODUCT  TYPE”,

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

opens  the  process  information  in  a  new  tab:

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

and  on  the  right,  a  summary  of  the  proceedings:
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.  You  can  add  a  new  petition  to  the  process  by  clicking  the  button.

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

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

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

new  petition.  This  button  is  only  displayed  for  workflows  initiated  in  Solicita,  and  only  for  the  user  who  filed  the  petition  or  

for  users  who  have  the  Regulatory  Petition  User  link.  In  cases  where  an  amendment  has  been  made  by  a  third  party,  the  

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

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

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

:  Opens  a  new  petition  from  the  petition  currently  being  displayed.

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

:  Includes  the  process  or  petition  to  be  displayed  in  the  favorites  tab.  When  selecting  

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

that  file  will  also  be  "favorited".  To  delete

To  add  a  case  or  petition  from  the  favorites  tab,  simply  click  on  it  once  

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

which  is  displayed

Important!  Petitions  related  to  an  investigation  dossier  do  not  include  the  information  "status,"  "currently  in,"  

"since,"  "payments,"  and  "history  of  situations,"  as  these  are  considered  confidential  according  to  item  VIII  of  

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

MNU  -  User  Manual
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1.  When  you  favorite  a  case,  all  petitions  linked  to  it  are  also  favorited.

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

Done:

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

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

For  a  case  to  be  displayed,  the  case  or  one  of  its  petitions  must  have  been  "favorited"  by  the  user.

CNPJ.

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

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

in  the  Processes  tab,  as  described  in  the  previous  section.

automatically.

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

MNU  -  User  Manual

12.  ABA  FAVORITES
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5.  This  tab  has  the  identifier

but  it  can  still  be  found  in  the  tab  view.

and  the  process.

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

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

Normal  processes.

,  via  the  Favorites  tab  after  clicking  the  button

displayed  above  the  file  tree  on  the  left  for

To  signal  to  the  user  that  they  are  accessing  this  specific  tab  and  not  the  Processes  menu.
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Once  the  service  evaluation  has  been  entered,  the  form  will  be  supplemented  with  criteria  that  justify  the  given  evaluation.

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

an  evaluation  questionnaire  in  the  format  below:

MNU  -  User  Manual

In  order  to  allow  the  user  to  evaluate  the  service  provided,  Solicita  offers  two  options  for  the  user  to  submit  their  opinion  

using  the  evaluation  module  of  the  Ministry  of  Economy.

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

Only  one  review  can  be  submitted  per  request.

13.  SERVICE  EVALUATION
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14.  SPECIFIC  GUIDELINES

The  link  “Rate  our  service”  will  be  available  in  the  lower  corner  of  the  screen.

At  the  end  of  the  petition  workflow,  for  which  the  fee  is  waived,  the  "Petition  successfully  submitted"  screen  will  be  displayed.

MNU  -  User  Manual

The  evaluation  questionnaire  can  be  accessed  through  the  steps  described  below:

After  the  registration  is  completed,  the  system  issues  a  registration  receipt,  and  for  services  supported  by  the  evaluation  

module,  this  receipt  will  include  the  link  "rate  our  service".

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

END  OF  THE  PETITIONING  FLOW

PROOF  OF  FILING
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APPLICANT  UPDATE  BEFORE  COMPLETION  OF  ANALYSIS
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On  the  draft  screen  or  in  the  processes  tab,  the  succeeded  company  must  register  a  "petition  linked  to  an  existing  process"  to  

update  the  applicant.  In  the  form  presented,  the  CNPJ  of  the  company  that  will  be  the  new  applicant  company  for  the  initial  

request  must  be  entered.

CROSS-SECTIONAL  FORMS

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

(Brazilian  Health  Regulatory  Agency).

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

this  information  will  then  appear  in  the  "Processes"  tab  of  the  new  applicant.

The  submissions  for  the  case  will  not  be  displayed  in  the  petition  form,  as  these  submissions  do  not  yet  have  a  valid  registration.
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Authorization  for  Amendment  by  a  Third  Party  and  Amendment  by  a  Third  Party
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This  matter  is  free  of  charge  and  requires  the  requesting  company  to  provide  the  CNPJ  (for  national  companies)  or  Unique  Code  (for  

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

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

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

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

for  Amendment  by  Third  Party,"  within  the  product  type  corresponding  to  the  selected  process.
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The  text  on  the  following  screens  is  displayed  in  Portuguese,  English,  and  Spanish.

Upon  completing  the  petition,  the  requesting  company  will  receive  a  token  and  an  access  link  in  its  mailbox,  along  with  the  petition  

confirmation.  These  must  be  provided  to  the  third-party  company.  It  is  through  the  use  of  this  token  that  the  amendment  can  be  sent  by  

a  third  party  through  Solicita.  The  third-party  amendment  token  is  valid  for  30  days,  as  shown  in  the  image  below,  after  which  it  will  be  

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

The  registration  of  international  companies  can  be  verified  at  https://consultas.anvisa.gov.br/#/,  Select  “Business  Operations,”  then  the  

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

name.

Upon  accessing  the  link,  the  third-party  company  provides  the  token,  and  the  third-party  amendment  form  is  displayed.
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At  the  end  of  the  submission  process,  the  third-party  company  can  print  the  receipt.  The  requesting  company,  which  authorized  the  

amendment,  will  receive  a  receipt  confirming  the  third-party  amendment  in  its  mailbox.

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

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

authorized  the  amendment.

IMPORTANT:  Once  the  user  has  authorized  the  sharing  of  information  and  submitted  the  documentation,  the  information  will  be  made  

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

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

the  "Processes"  tab  using  the  "View"  button.  Otherwise,  the  button  will  not  be  displayed.
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The  petition  form  will  display,  where  applicable,  submissions  with  active  registration  that  will  be  cancelled  upon  publication  of  the  

"Cancellation  by  Transfer"  notice.

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

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

For  processes  of  the  product  type  Toxicology

For  all  other  product  types

On  the  draft  screen  or  in  the  processes  tab,  the  succeeded  company  must  register  a  "Cancellation  by  Transfer"  petition  linked  to  an  

existing  process  in  the  process  it  wishes  to  transfer.  The  successor  company's  CNPJ  (Brazilian  tax  ID)  must  be  entered  in  the  form  

provided .

Anvisa.

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

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

If  there  are  any  inconsistencies  in  the  list  of  presentations,  the  company  must  request  an  adjustment  from  the  relevant  department  

through  the  appropriate  customer  service  channels,  since  only  these  presentations  will  be  available  for  registration  by  the  successor  

company.

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

with  the  subject  “OWNERSHIP  TRANSFER  TOKEN”.
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When  selecting  the  subject  code  corresponding  to  the  request,  a  form  will  be  made  available  with  the  

mandatory  field  "Transfer  Token".

Until  the  successor  company  submits  the  registration  request  by  transfer,  the  cancellation  request  will  

remain  in  the  "External  analysis  suspended"  status,  since  the  start  of  the  analysis  of  this  petition  is  linked  to  

the  request  for  registration  by  transfer.

The  message  will  contain  instructions  for  continuing  the  ownership  transfer  process,  providing  an  

alphanumeric  code  to  be  given  to  the  successor  company.  Each  token  corresponds  to  the  process  for  

which  the  cancellation  request  was  filed.  Unlike  the  token  for  amendment  by  a  third  party,  this  transfer  token  

does  not  have  an  expiration  date.

To  request  registration  through  transfer  of  ownership,  the  successor  company  must  register  an  "initial  

petition"  for  transfer  of  ownership  on  the  draft  screen.
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Upon  entering  the  token,  the  form  will  be  updated  so  that  the  applicant  can  select,  where  applicable,  the  

submissions  they  wish  to  register  in  their  application.

The  successor  company  must  enter  the  token  provided  by  the  predecessor  company.  If  the  transfer  request  

is  not  being  made  by  the  company  registered  by  the  predecessor ,  the  system  will  display  the  error  message  

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

Furthermore,  the  petitions  from  the  predecessor's  process  that  are  awaiting  analysis  or  whose  analysis  has  not  

yet  been  completed  will  be  displayed.  The  successor  company  may  select  which  ones  it  wishes  to  transfer.  The  

system  will  automatically  and  mandatorily  migrate  the  most  recent  registration  renewal  petition,  as  well  as  the  

most  recent  Product  Change  History  (HMP)  petition  (if  applicable),  in  addition  to  any  petitions  in  the  "Conditional  

Approval  –  No  Response  Within  the  Legal  Deadline"  status.

If  there  is  any  inconsistency  regarding  the  procedures  that  should  be  available  for  selection,  the  company  must  

request  an  adjustment  from  the  relevant  department  through  the  appropriate  channels.
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The  "General  Data"  section  has  the  following  fields  to  be  filled  in.

For  registration  or  notification  requests,  the  requesting  company  must  have  a  food  product  registration.

This  feature  is  only  available  for  "Alimony"  type  cases  and  petitions.

FOOD  FORMS

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

button,  selecting  the  "Initial  Petition"  option:

If  you  do  not  have  one,  you  should  contact  the  team  responsible  for  food  regulation.  The  absence  of  

registration  does  not  prevent  the  application  process,  but  it  may  delay  the  notification  process.

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

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

or  number  of  the  desired  subject.
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After  filling  in  the  desired  brand,  click  the  button  provided  in  the  table  

format.

To  register  a  brand,  click  the  button.

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

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

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

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

on  the  selected  category.

A  modal  window  will  be  displayed  for  inserting  the  desired  logo.

.  

alphanumeric.

The  inserted  brands  will  be
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The  "Product  Claim"  field  is  for  selecting  the  approved  claim.  If  the  desired  claim  is  not  available,  please  contact  

the  organizational  unit  responsible  for  product  clearance.

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

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

To  register  the  claim,  click  the  button.

A  modal  window  will  be  displayed  for  entering  the  desired  claim.

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

The  claims  entered  will  beAfter  selecting  the  desired  claim,  click  the  button  provided  in  

table  format.

The  delete  action  
button.

allows  editing  of  the  previously  entered  claim,  while  the  button  allows...
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A  modal  window  will  be  displayed  for  entering  the  desired  process  number.

To  register  the  process,  click  the  button.

The  field  “Resin  Regularization  Number(s)”  allows  you  to  register  the  regularization  process  number.
valid  resin.

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

previously  regularized.

After  selecting  the  desired  process,  click  on  the  button  

provided  in  the  table  format.

The  case  numbers  will  be

allows  editing  of  the  previously  entered  process,  while  the  button  allows...The  delete  action  
button.
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allows  editing  of  the  type  of  food  previously  entered,  while  the  button

The  types  of  food  will  be

To  register  the  type  of  food,  click  the  button.

The  "Food  Type(s)"  field  allows  you  to  choose  from  a  drop-down  list  of  food  types  that  will  be  packaged  in  the  

approved  containers.

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

After  selecting  the  desired  food,  click  on  the  button  provided  

in  the  table  format.

The  action  button  

allows  for  deletion.

The  "Food  Type"  field  is  for  selecting  the  desired  food  characteristic.  If  the  desired  food  type  is  not  available,  

please  contact  the  organizational  unit  responsible  for  product  regulation.
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Presentation  Description

in  order  to  access  the  registration  screen.

Next,  the  "Presentation  Registration"  section  will  be  available.  Click  the  button.

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

The  "Presentation  Description"  section  has  five  fields:

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

presentations  were  created.

The  "Flavor/Color"  field  is  a  text  field  that  accepts  up  to  100  alphanumeric  characters.  In  this  field,  the  user  must  

describe  the  presentation  by  indicating  its  flavor  or  color,  if  applicable.

The  "Physical  Form"  field  is  for  selecting  how  the  product  will  be  marketed.  If  the  desired  physical  form  is  not  available,  

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

The  "Primary  Packaging  Type"  field  is  for  selecting  the  type  of  packaging  in  which  the  food  will  be  contained.  Note  that  the  material  that  

makes  up  this  packaging  will  only  be  filled  in  the  next  section.

Important!  For  some  products,  such  as  transitional  foods,  the  physical  form  may  not  be  applicable,  and  in  these  cases,  "not  applicable"  

should  be  selected.

The  "Route  of  Administration"  field  is  for  selecting  how  the  product  will  be  administered  to  the  user.  Due  to  the  notification  requirements,  

only  enteral,  oral,  or  both  types  of  administration  are  permitted.

Primary  Packaging  Material(s)

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

A  modal  window  will  be  displayed  for  entering  the  desired  packaging  type.
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It  consists  of  two  fields.

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

The  materials  inserted  will  be

The  "Primary  Packaging  Material"  field  is  for  selecting  the  material  used  in  the  product  packaging.  If  the  desired  

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

After  selecting  the  desired  material,  click  on  the  button  

provided  in  table  format.

exclusion.

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

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

The  second  field  allows  you  to  select  the  desired  time  unit  for  the  expiration  date.  Note  that  this  field  only  allows  

the  expiration  date  to  be  given  in  days,  months,  or  years.

If  the  desired  value  is  not  a  whole  number,  the  field  should  be  filled  in  using  a  more  appropriate  unit  of  

measurement;  for  example,  "1.5  months"  could  be  entered  as  "45  days".
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A  modal  window  will  be  displayed  for  entering  the  desired  population  group.

Target  Population  Group(s)

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

enter  the  storage  instructions  as  described  on  the  label.

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

After  selecting  the  desired  population  group,  click  the  button  displayed  in  table  

form.

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

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

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

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

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

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

If  the  sum  does  not  equal  100%,  the  message  “The  total  of  the  Centesimal  Quantity  (%)  must  equal  100%”  

will  be  displayed.  The  system  takes  into  account  the  decimal  places  included  in  each  component,  so  attention  

must  be  paid  to  the  sum.

The  formula  section  is  used  to  enter  the  qualitative  and  quantitative  composition  of  the  product,  as  well  as  

information  that  will  be  included  on  the  label.

The  "Formula"  field  is  used  to  enter  the  components  used  in  the  product.  This  entry  is  made  considering  the  

percentage  of  each  component  in  the  formula,  with  the  sum  of  all  components  necessarily  equaling  one  

hundred  percent.

A  component  is  added,  removed,  or  changed.

To  register  the  formula,  click  the  button.

which  is  updated  every  time  a  new

.  

A  modal  window  will  be  displayed  for  entering  each  of  the  formula's  components.
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.  desired  click  the  button

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

This  field  is  for  specifying  which  component  is  being  used.  Click  the  button  to  be  taken  to  a  new  modal  that  allows  

you  to  search  by  component  code  or  name.  After  entering  the  information...

The  results  screen  will  be  displayed:
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If  the  component  is  unavailable,  contact  the  organizational  unit  responsible  for  product  regularization  or  select  code  “0”  or  

the  name  “Other”.  In  this  case,  a  new  text  field  will  be  enabled  that  accepts  up  to  230  alphanumeric  characters.  This  field  

should  be  used  to  indicate  the  missing  component.

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

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

By  clicking  the  button Next  to  the  desired  component,  the  information  will  be  saved  on  the  previous  screen.

After  filling  in  the  formula  component,  the  other  two  fields  must  be  filled  in.
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The  "Function"  field  is  used  to  select  the  function  that  component  has  in  the  product  formula.

The  "Centennial  Quantity"  field  is  used  to  enter  the  quantity  of  the  component  being  specified.  It  is  a  numeric  field  

and,  because  it  represents  a  percentage,  should  not  exceed  100.

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

Machine Translated by Google



Page  79/286

MNU  -  User  Manual

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

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

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

per  serving",  "exponential"  and  "unit  of  measurement"  will  be  displayed,  with  the  "quantity  per  serving"  field  

needing  to  be  filled  in  for  each  selected  nutrient.
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You  may  select  more  than  one  “Nutrient/Source  of”.  If  the  desired  nutrient  is  not  available,  please  contact  the  

organizational  unit  responsible  for  product  regulation.

The  "indicated  population  group"  fields  will  be  pre-filled,  reflecting  the  data  entered  in  the  section.
anterior.  
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no  as  After  filling  out

For  dietary  supplements,  if  "Formula  component  (other)"  is  selected,  the  only  options  in  the  Function  field  will  be:  "Other  

(Art.  6º  RDC  243/2018)"  or  "Flavoring  Additive".  Also  for  dietary  supplements,  if  the  function  "Other  (Art.  6º  RDC  

243/2018)"  is  selected,  the  "Specific  Function"  field  will  be  displayed.

The  "Specific  Function"  field  is  a  field  to  select  the  specific  function,  as  per  article  6  of  RDC  243/2018,  that  the  

component  has  in  the  product  formula.

click buttoninformation  about  the  desired  component

The  inserted  components  will  be  displayed  in  table  form.

The  action  button  

component.

allow  editing  of  the  component  while  the  button allows  the  exclusion  of
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The  "Labeling"  section  provides  a  selection  field  to  identify  the  presence  of  gluten  and  lactose.
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The  section  for  including  manufacturer  data  consists  of  two  modals.

Manufacturers

The  "Allergens"  field  is  where  you  should  indicate  whether  the  product  contains,  contains  a  derivative  of,  may  

contain,  or  does  not  contain  an  allergen.

The  "Ingredient  List"  field  is  a  text  field  that  accepts  up  to  4000  alphanumeric  characters.  In  this  field,  the  user  

must  enter  the  list  of  ingredients  as  they  will  appear  on  the  product  label,  according  to  labeling  rules.  Each  

component  must  be  separated  from  the  next  by  a  semicolon  (;).  This  list  will  be  available  later  in  the  Product  

Search.
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A  new  mode  of  transport  will  be  opened.

to  display  the  company  selection  model  and  the  steps  involved.

To  enter  data  for  a  national  manufacturer,  click  the  button.

The  manufacturing  company  will  be  responsible.

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

To  select  the  company,  click  the  button.

To  specify  the  manufacturing  stage(s)  the  company  is  responsible  for,  click  on  the  “Manufacturing  Stages”  field.
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to  select  it.Once  the  desired  company  has  been  displayed,  click  the  button.

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

The  company  data  will  be  filled  in  the  previous  form.
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Allows  for  exclusion.The  action  button

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

The  process  for  filling  out  the  international  manufacturer  information  is  the  same,  with  the  difference  being  that  the  

company  search  can  be  done  by  unique  code  or  company  name.

If  the  national  or  international  company  cannot  be  identified,  it  is  recommended  to  contact  the  department  

responsible  for  registration  to  complete  the  process.

allow  manufacturer  editing  while  the  button
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from  ANVISA.

When  you  select  the  notification  you  wish  to  modify,  its  data  will  be  loaded  onto  the  screen  in  a  form  identical  to  

the  one  used  in  the  initial  notification  so  that  it  can  be  edited.  It's  important  to  note  that  the  "Product  Category"  

information  cannot  be  changed.

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

New  presentations  can  be  registered  using  this  same  workflow  or  by  copying  data  from  an  already  registered  

presentation.  This  functionality  is  enabled  once  at  least  one  presentation  has  been  registered.

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

copy.

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

Previously  registered  presentations  will  display  a  description  of  the  presentation  along  with  its  "status."  The  

presentation  status  will  be  "APPROVED"  for  those  with  no  pending  issues,  and  "NOT  REVIEWED"  for  those  

requiring  further  verification.

To  initiate  a  request  to  amend  a  child  support  notification,  you  must  access  the  drafts  tab  and  click  the  "New"  

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

New  presentations  can  be  added  by  clicking  the  button  using  the  same  

registration  logic  as  the  initial  request.  After  the  presentation  is  added,  it  will  be  displayed  without  any  information  

about  its  status.

and
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New  presentations  can  also  be  added  using  the  function  to  copy  data  from  an  already  registered  presentation.  

This  feature  is  enabled  once  at  least  one  presentation  has  been  registered.

allows  the  exclusion  ofThe  presentation  

action  button.

allow  editing  of  the  presentation  while  the  button

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

copy.

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

It  is  important  to  note  that  deleting  a  previously  registered  presentation,  identified  by  the  presentation  status  

information  "APPROVED"  or  "NOT  ANALYZED",  will  result  in  its  cancellation.  If  one  of  these  presentations  is  

deleted,  it  will  not  be  possible  to  undo  a  deletion  request,  and  if  there  has  been  a  mistake,  it  is  recommended  

to  delete  the  draft  and  complete  a  new  form.

The  information  provided  in  the  form  will  be  updated  in  the  ANVISA  database  after  the  petition  is  submitted  

and  the  protocol  is  confirmed.
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,  To  change  the  manufacturing  steps  for  the  desired  manufacturer,  click  the  manufacturer  registration  action  

button.

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

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

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

Select  the  presentation(s)  that  will  have  establishment(s)  excluded  by  clicking  the  button. .  

and  it  will  be  shown

Clicking  will  display  a  modal  window  with  the  manufacturers  registered  for  that  presentation.
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Clicking  will  display  a  modal  window  with  the  manufacturers  registered  for  that  presentation.

The  system  will  not  allow  the  protocol  if  all  manufacturing  steps  for  a  manufacturer  in  a  presentation  are  excluded.

Click  on  the  Manufacturing  Steps  field  and  select  

the  desired  steps,  then  click  update.  After  this  action,  the  modal  will  be  closed.  If  you  do  not  wish  to  change  the  steps  for  another  

manufacturer,  click  update  to  close  this  modal.  The  information  entered  in  the  form  will  only  be  updated  in  the  ANVISA  database  

after  the  petition  is  submitted  and  the  protocol  is  confirmed.

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

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

Select  the  presentation(s)  that  will  have  establishment(s)  excluded  by  clicking  the  button. .  

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

If,  while  filling  out  the  form,  the  user  deletes  an  unwanted  manufacturer,  it  will  not  be  possible  to  correct  the  form;  in  this  case,  it  will  

be  necessary  to  delete  the  draft  and  restart  the  request.

To  remove  the  desired  manufacturer,  click  the  action  button  and  then  click  update.  After  this  action,  the  modal  will  close.  The  

information  entered  in  the  form  will  only  be  updated  in  the  ANVISA  database  after  the  petition  is  submitted  and  the  protocol  is  

confirmed.

The  system  will  not  allow  the  protocol  if  all  manufacturers  in  a  presentation  have  been  excluded.

Select  the  presentation(s)  that  will  have  establishment(s)  excluded  by  clicking  the  button.

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

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

button,  selecting  the  option  "Petition  Linked  to  an  Existing  Process".
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The  system  will  not  allow  the  protocol  if  all  manufacturers  in  a  presentation  have  been  excluded.

Clicking  will  display  a  modal  window  with  the  manufacturers  registered  for  that  presentation.

To  remove  the  desired  manufacturer,  click  the  action  button  and  then  click  update.  After  this  action,  the  modal  will  

close.  The  information  entered  in  the  form  will  only  be  updated  in  the  ANVISA  database  after  the  petition  is  submitted  

and  the  protocol  is  confirmed.

When  you  select  the  process  to  be  changed,  the  approved  marks  will  be  loaded  on  the  screen.

To  initiate  a  request  to  remove  a  food  brand  from  your  trademark,  you  must  access  the  drafts  tab  and  click  the  "New"  

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

If,  while  filling  out  the  form,  the  user  deletes  an  unwanted  manufacturer,  it  will  not  be  possible  to  correct  the  form;  in  

this  case,  it  will  be  necessary  to  delete  the  draft  and  restart  the  request.
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The  information  entered  in  the  form  will  beTo  remove  the  desired  trademark,  click  the  updated  

action  button  in  the  ANVISA  database  only  after  submitting  the  petition  and  confirming  the  protocol.

The  system  will  not  allow  the  protocol  if  all  tags  have  been  deleted.  If,  while  filling  out  the  form,  the  user  

deletes  an  unwanted  tag,  it  will  not  be  possible  to  correct  the  form;  in  this  case,  it  will  be  necessary  to  delete  

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

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

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

Once  every  five  years,  companies  must  express  their  interest  in  maintaining  the  notified  products.  The  frequency  is  defined  based  on  

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

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

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

The  expression  of  interest  can  occur  at  any  time  during  the  period  defined  by  law.  If,  during  this  period,  the  company  identifies  that  it  has  

not  selected  a  product  for  which  it  would  like  to  express  interest,  it  will  be  possible  to  submit  a  new  request  including  the  desired  product.  

The  system  allows  the  company  to  make  as  many  requests  as  it  wishes,  provided  that  there  are  still  active  products  that  have  not  yet  

received  an  expression  of  interest.

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

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

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

updated  and  will  be  automatically  deactivated  after  its  expiration.

If  the  company  wishes  to  reactivate  products,  a  subject  code  for  "Product  Reactivation"  will  be  provided,  which  can  be  accessed  through  

the  drafts  tab.  In  this  tab,  click  the  "New"  button  and  select  the  option  "Petition  linked  to  an  existing  process".  The  process  number  of  the  

product  for  which  reactivation  is  desired  must  be  entered  in  the  form.  Reactivation  will  only  occur  if  the  product  was  deactivated  due  

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

button,  selecting  the  "Initial  Petition"  option.

OPERATING  LICENSE  AND  FOOD  REGISTRATION  FORMS

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

The  form  will  check  if  the  applicant's  CNPJ  already  has  a  valid  AFE  or  AE  compatible  with  the  selected  subject.  

If  a  valid  AFE  or  AE  is  identified,  the  following  information  will  be  displayed:  "The  company  already  has  a  valid  

authorization  for  the  type  of  product  being  requested.  If  the  request  is..."

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

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

MNU  -  User  Manual

Inquiry  of  Matters.

GRANTING  OF  AFE/AE
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The  action  button  

is  an  email  address.

table.

This  section  will  display  the  company  name  and  address  information  as  registered  with  the  Brazilian  Federal  

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

Once  completed,  the  petition  will  be  rejected.  If  the  company  wishes  to  expand  its  activities,  it  must  submit  a  

petition  for  expansion  of  activities  as  a  'Petition  linked  to  another  process'.

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

To  add,  click  on Email  addresses  will  be  provided  in  the  form  of

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

They  allow  editing  of  the  email  address,  while  the  button  allows  deletion.
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For  an  activity,  the  system  will  enable  the  classes.

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

obtain  in  their  AFE/AE.  The  system  will  only  display  activities  and  classes  related  to  the  selected  subject  

code.  If  there  is  a  mandatory  activity  or  class  for  the  subject,  it  will  already  be  pre-filled.

Once  the  option  related  to  that  activity  is  

selected.

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

associated  with  the  authorization.
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A  section  of  information  regarding  the  legal  or  technical  representative  will  be  available,  with  two  columns  

describing  users  with  their  respective  names  and  CPF  numbers  (CPF  numbers  and  surnames  have  been  

hidden  in  the  images  to  protect  the  data  of  individuals  registered  in  the  system).
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If  the  user  does  not  yet  have  registered  data,  the  following  error  message  will  appear:  "CPF  not  accepted,  please  access  the  registration  

systems  to  add  it."

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

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

The  column  on  the  right,  marked  in  blue,  indicates  the  users  who  will  be  registered  as  the  company's  legal  or  technical  representative  

after  the  request  is  submitted.

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

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

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

to  the  table  on  the  left,  marked  in  red.

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

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

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

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

In  this  case,  the  user  will  need  to  be  registered  by  the  applicant  in  the  ANVISA  registration  system.
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Important!  If  the  person  filing  the  petition  is  not  the  legal  or  technical  representative,  but  wishes  to  file  using  the  electronic  self-

declaration,  we  suggest  that  the  petition  be  saved  as  a  Draft  and  completed  later  by  the  company's  technical  or  legal  representative.

By  clicking  the  checkbox

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

request  by  Anvisa  than  if  the  same  self-declaration  were  sent  as  an  attachment.
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The  form  will  check  if  the  applicant's  CNPJ  (Brazilian  tax  ID)  already  has  a  Food  product  registration.  If  a  valid  

registration  is  identified,  the  following  information  will  be  displayed:  "The  company  already  has  a  valid  authorization  

for  the  type  of  product  being  requested.  If  the  request  is  completed,  the  petition  will  be  rejected."

To  initiate  a  new  request  for  Food  Registration  Generation,  you  must  access  the  drafts  tab  and  click  the  "New"  

button,  selecting  the  "Initial  Petition"  option.

This  feature  is  only  available  for  "Alimony"  type  cases  and  petitions.

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

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

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

MNU  -  User  Manual

Inquiry  of  Subjects:

GENERATION  OF  FOOD  REGISTRATION
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Email  addresses  will  be  provided  in  the  form  ofTo  add,  click  on  table.

This  section  will  display  the  company  name  and  address  information  as  registered  with  the  Brazilian  Federal  Revenue  

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

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

The  action  button  

is  an  email  address.

They  allow  editing  of  the  email  address,  while  the  button  allows  deletion.
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Once  the  option  related  to  that  activity  is  

selected.

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

obtain  in  their  registration.  The  system  will  only  display  activities  and  classes  related  to  the  Food  registration.  

If  there  is  a  mandatory  activity  or  class  for  the  subject,  it  will  already  be  pre-filled.

For  an  activity,  the  system  will  enable  the  classes.
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linked  to  the  registration.

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

Machine Translated by Google



A  section  of  information  regarding  the  legal  or  technical  representative  will  be  available,  with  two  columns  

describing  users  with  their  respective  names  and  CPF  numbers  (CPF  numbers  and  surnames  have  been  

hidden  in  the  images  to  protect  the  data  of  individuals  registered  in  the  system).
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If  the  user  does  not  yet  have  registered  data,  the  following  error  message  will  appear:  "CPF  not  accepted,  please  access  the  registration  

systems  to  add  it."

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

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

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

The  column  on  the  right,  marked  in  blue,  indicates  the  users  who  will  be  registered  as  the  company's  legal  or  technical  representative  

after  the  request  is  submitted.

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

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

to  the  table  on  the  left,  marked  in  red.

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

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

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

In  this  case,  the  user  will  need  to  be  registered  by  the  applicant  in  the  ANVISA  registration  system.
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CHANGE  OF  ADDRESS  FOR  AFE/AE

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

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

information  can  be  obtained  through  the  Company  Operation  query,  "Consult  National  Company,"  available  at  

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

MNU  -  User  Manual

The  information  block  will  provide  both  the  address  as  it  currently  appears  in  the  Anvisa  (Brazilian  Health  Regulatory  

Agency)  registry  and  the  address  as  it  appears  in  the  Federal  Revenue  Service  database.

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

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

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

from  the  date  of  the  last  update.  Ex:

If  there  is  a  discrepancy  between  the  information  displayed  on  the  form  and  the  Federal  Revenue  Service  database,  

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

that  the  reason  for  the  problem  can  be  investigated.

The  information  from  the  Federal  Revenue  Service  is  updated  every  3  days,  and  this  information  is  available  on  the  form.
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Click  the  edit  option  in  the  actions  column.

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

active.

Active  AFEs/AEs  Field:  This  will  be  displayed  if  the  selected  company  has  other  processes  with  AFEs/AEs.

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

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

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

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

authorization  so  that  the  Anvisa  team  can  assess  the  situation.

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

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

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

will  allow  you  to  file  a  petition  of  the  same  type  of  request  selected  at  the  beginning  of  the  workflow.
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If  an  address  change  subject  was  selected  at  the  beginning  of  the  form,  the  system  will  only  display  address  

change  subjects.  Similarly,  if  a  company  name  change  subject  was  selected,  the  system  will  only  display  

company  name  change  subjects  in  the  modal.

When  you  select  a  subject,  the  modal  will  display  the  fee  associated  with  that  request  and  the  checklist  items  

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

subject  for  each  type  of  authorization  that  will  be  updated.

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

After  attaching  the  requested  documents,  click  confirm.

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

After  filling  in  the  information  regarding  all  processes  related  to  active  AFEs  or  AEs,  the  user  must  check  the  box  indicating  

that  the  “attached  documentation  is  valid  and  that  all  information  is  legitimate”.  In  addition,  the  user  will  also  acknowledge  

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

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

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

This  gave  rise  to  the  form.

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

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

respective  registration  receipts.

After  viewing  all  the  files,  the  user  must  click  the  "Confirm  Submission"  button.
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The  payment  slip  details  will  be  displayed  on  the  first  page.

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

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

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

In  the  generated  payment  slip,  the  "Generating  Event(s)"  field  displays  the  generating  events  and  a  counter  that  indicates...

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

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

active  AFEs/AEs  (blue  box).

MNU  -  User  Manual

Page  114/286

Machine Translated by Google



Page  115/286

MNU  -  User  Manual

The  petition  extract,  available  in  the  processes  tab  (see  previous  sections  to  understand  how  to  access  this  feature),  

may  show  the  company  name  or  address  that  was  registered  with  Anvisa  and  the  company  name  or  address  that  was  

registered  with  the  Federal  Revenue  Service  at  the  time  of  the  user's  request,  as  well  as  the  date  the  information  was  

updated  with  the  Federal  Revenue  Service.

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

will  also  be  made  available  in  the  mailbox  for  each  petition  created.

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

will  be  processed.

Due  to  differences  in  the  processing  of  the  forms,  it  is  expected  that  there  will  be  an  interval  of  up  to  3  hours  

between  the  registration  of  the  parent  form  and  the  registration  of  the  child  form(s).

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

Example  of  the  information  contained  in  the  address  change  request  statement.
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The  information  block  will  include  the  company  name  as  it  currently  appears  in  the  Anvisa  registry  and  the  company  name  as  it  appears  

in  the  Federal  Revenue  database.

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

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

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

from  the  date  of  the  last  update.  Ex:

If  there  is  a  discrepancy  between  the  information  displayed  on  the  form  and  the  Federal  Revenue  Service  database,  check  the  date  of  

the  last  update.  If  there  is  still  a  discrepancy  between  the  data,  contact  the  responsible  department  so  that  the  reason  for  the  problem  

can  be  investigated.

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

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

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

information  can  be  obtained  through  the  Company  Operation  query,  "Consult  National  Company,"  available  at  

https://consultas.anvisa.gov.br/#/empresas/empresas/
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If  the  user  selects  the  "No"  option,  a  checkbox  will  be  displayed  for  the  user  to  declare  that  they  are  aware  that  failure  to  

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

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

Active  AFEs/AEs  Field:  This  will  be  displayed  if  the  selected  company  has  other  processes  with  AFEs/AEs.

active.

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

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

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

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

authorization  so  that  the  Anvisa  team  can  assess  the  situation.

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

will  allow  you  to  file  a  petition  of  the  same  type  of  request  selected  at  the  beginning  of  the  workflow.

which  will  be  used  for

Click  the  edit  option  in  the  actions  column.
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When  you  select  a  subject,  the  modal  will  display  the  fee  associated  with  that  request  and  the  checklist  items  

for  attaching  the  requested  documents.

If  an  address  change  subject  was  selected  at  the  beginning  of  the  form,  the  system  will  only  display  address  

change  subjects.  Similarly,  if  a  company  name  change  subject  was  selected,  the  system  will  only  display  

company  name  change  subjects  in  the  modal.
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After  completing  the  Active  AFEs/AEs  section,  the  user  must  insert  the  documents  related  to  the  subject  selected  at  the  

beginning  of  the  form.

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

After  attaching  the  requested  documents,  click  confirm.

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

After  filling  in  the  information  regarding  all  processes  related  to  active  AFEs  or  AEs,  the  user  must  check  the  box  indicating  

that  the  “attached  documentation  is  valid  and  that  all  information  is  legitimate”.  In  addition,  the  user  will  also  acknowledge  

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

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

subject  for  each  type  of  authorization  that  will  be  updated.
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After  viewing  all  the  files,  the  user  must  click  the  "Confirm  Submission"  button.

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

This  gave  rise  to  the  form.

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

respective  registration  receipts.

If  the  total  of  the  requests  results  in  a  value  that  does  not  qualify  for  exemption,  the  payment  selection  screen  will  be  displayed.
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The  payment  slip  details  will  be  displayed  on  the  first  page.

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

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

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

In  the  generated  payment  slip,  the  "Generating  Event(s)"  field  displays  the  generating  events  and  a  counter  that  indicates...

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

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

active  AFEs/AEs  (blue  box).

MNU  -  User  Manual

Page  123/286

Machine Translated by Google



Page  124/286

MNU  -  User  Manual

The  petition  extract,  available  in  the  processes  tab  (see  previous  sections  to  understand  how  to  access  this  feature),  

may  show  the  company  name  or  address  that  was  registered  with  Anvisa  and  the  company  name  or  address  that  was  

registered  with  the  Federal  Revenue  Service  at  the  time  of  the  user's  request,  as  well  as  the  date  the  information  was  

updated  with  the  Federal  Revenue  Service.

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

will  also  be  made  available  in  the  mailbox  for  each  petition  created.

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

will  be  processed.

Due  to  differences  in  the  processing  of  the  forms,  it  is  expected  that  there  will  be  an  interval  of  up  to  3  hours  

between  the  registration  of  the  parent  form  and  the  registration  of  the  child  form(s).

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

Example  of  the  information  contained  in  the  address  change  request  statement.
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Initiate  a  petition  linked  to  the  AFE  (Authorization  for  Operation)  process  you  wish  to  modify,  following  the  steps  

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

information  can  be  obtained  through  the  Company  Operation  query,  "Consult  National  Company,"  available  at  

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

After  the  selection,  a  block  of  information  regarding  the  legal  or  technical  representative  will  be  made  available,  

depending  on  the  chosen  subject.

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

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

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

be  moved  to  the  left-hand  table,  marked  in  red.

The  right-hand  column ,  marked  in  blue,  indicates  the  users  who  will  be  updated  as  legal  or  technical  representatives  (depending  on  the  

chosen  subject)  of  the  company  after  the  request  is  submitted.  When  the  subject  is  selected,  the  right-hand  column  will  contain  the  

users  who  are  currently  registered  as  technical  or  legal  representatives  (depending  on  the  chosen  subject)  for  the  selected  AFE  

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

In  the  first  field,  the  system  will  indicate  which  AFE  (Authorization  for  Operation)  the  request  will  change  the  information  of  the  legal  

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

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

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

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

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

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

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

this  manual,  until  the  protocol  is  finalized.

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

please  access  the  registration  systems  to  add  it."

red.

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

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

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

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

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

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

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

responsible  parties.

The  petition  extract,  available  in  the  processes  tab  (see  previous  sections  to  understand  how  to  access  this  

feature),  shows  information  about  the  representatives  before  and  after  the  request  was  finalized.

After  the  protocol  is  completed,  a  message  will  be  sent  to  your  mailbox  informing  you  who  will  be  the  company  

representative(s)  after  the  petition  has  been  filed:
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Initiate  a  petition  linked  to  the  AFE  (Authorization  for  Operation)  process  you  wish  to  modify,  following  the  steps  

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

information  can  be  obtained  through  the  Company  Operation  query,  “Consult  National  Company”,  available  at  

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

Select  the  topic  that  corresponds  to  the  activity  expansion.

This  feature  is  only  available  for  petitions  of  the  type  "Companies".
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The  user  declares  that  they  comply  with  the  provisions  of  RDC  No.  275,  of  April  9,  2019,  and  this  allows  for  a  faster  analysis  of  the  

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

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

After  the  selection,  an  information  block  regarding  the  "Activity  to  be  included"  will  be  available.  The  form  will  display  which  eligible  

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

Possible  ones  are  already  authorized.

By  clicking  the  checkbox:

The  "Declaration"  section  is  only  available  in  cases  of  changes  to  a  Pharmacy  or  Drugstore  AFE  (Authorization  for  Operation).
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Initiate  a  petition  linked  to  the  AFE  (Authorization  for  Operation)  process  you  wish  to  modify,  following  the  steps  

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

information  can  be  obtained  through  the  Company  Operation  query,  "Consult  National  Company,"  available  at  

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

After  the  selection,  a  block  of  information  regarding  "Class  to  be  Included"  will  be  made  available.

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

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

the  electronic  self-declaration,  we  suggest  that  the  petition  be  saved  as  a  Draft  and  completed  later  by  the  

company's  technical  or  legal  representative.

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

this  manual,  until  the  protocol  is  finalized.

Select  the  topic  that  corresponds  to  the  class  extension.
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This  feature  is  only  available  for  petitions  of  the  type  "Companies".

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

The  form  will  display  which  classes  can  be  requested  according  to  the  AFE  granted  in  the  process.

chosen.

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

the  protocol  is  finalized.

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

self-declaration,  we  suggest  that  the  petition  be  saved  as  a  Draft  and  completed  later  by  the  company's  technical  or  legal  

representative.

Possible  ones  are  already  authorized.

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

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

information  can  be  obtained  through  the  Company  Operation  query,  "Consult  National  Company,"  available  at  

https://consultas.anvisa.gov.br/#/empresas/empresas/
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After  the  selection,  a  block  of  information  regarding  "Activity  to  be  Excluded"  will  be  available.  The  form  will  display  which  activities  are  

eligible  for  exclusion  according  to  the  AFE  (Authorization  for  Economic  Activity)  granted  in  the  chosen  process.

Select  the  topic  that  corresponds  to  the  reduction  in  activity.

Machine Translated by Google



Page  134/286

MNU  -  User  Manual

automatically

In  this  section,  mandatory  activities  are  pre-filled  with  the  option  "no,"  and  it  is  not  possible  to  change  them  to  "yes."  Note  that  deleting  an  

Activity  will  delete  all  related  Classes.

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

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

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

information  can  be  obtained  through  the  Company  Operation  query,  "Consult  National  Company,"  available  at  

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

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

suggest  that  the  petition  be  saved  as  a  Draft  and  completed  later  by  the  company's  technical  or  legal  representative.

,  The  user  declares  that  they  will  comply  with  the  provisions  of  RDC  No.  

275,  which  expedites  the  processing  of  the  request  by  Anvisa,  rather  than  submitting  the  same  self-declaration  as  an  attachment.

dated  April  9,  2019,  and  makes  a  more  thorough  analysis  possible.

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

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

Machine Translated by Google

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


Select  the  subject  corresponding  to  the  Class  reduction.

After  the  selection,  a  block  of  information  regarding  "Class  to  be  Excluded"  will  be  made  available.  The  form  

will  display  which  classes  are  eligible  for  exclusion  according  to  the  AFE  granted  in  the  chosen  process.
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After  completing  this  step,  the  user  must  follow  the  rest  of  the  workflow,  as  detailed  in  previous  sections  of  

this  manual,  until  the  protocol  is  finalized.

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

the  electronic  self-declaration,  we  suggest  that  the  petition  be  saved  as  a  Draft  and  completed  later  by  the  

company's  technical  or  legal  representative.

In  this  section,  the  required  activities  are  pre-filled  with  the  option  "no,"  and  it  is  not  possible  to  change  them  

to  "yes."

Please  note  that  it  is  not  possible  to  delete  all  classes  from  an  Activity.  If  you  really  want  to  delete  all  

Classes,  please  submit  a  petition  to  reduce  the  Activity.
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CHANGE  OF  ADDRESS  FOR  FOOD  REGISTRATION

If  you  wish  to  make  changes,  the  information  can  be  obtained  through  the  Business  Operations  query,  “Consult  

National  Company”,  available  at  https://consultas.anvisa.gov.br/#/empresas/empresas/

MNU  -  User  Manual

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

The  information  block  will  provide  both  the  address  as  it  currently  appears  in  the  Anvisa  (Brazilian  Health  Regulatory  

Agency)  registry  and  the  address  as  it  appears  in  the  Federal  Revenue  Service  database.

This  feature  is  only  available  for  petitions  of  the  type  "Food/Alimony".

Initiate  a  petition  linked  to  the  Food  Registration  process  that  you  wish  to  modify,  following  the  steps  described  in  this  

manual.  If  you  do  not  know  the  process  number  linked  to  the  registration  that...

from  the  date  of  the  last  update.  Ex:

If  there  is  a  discrepancy  between  the  information  displayed  on  the  form  and  the  Federal  Revenue  Service  database,  

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

that  the  reason  for  the  problem  can  be  investigated.

Active  AFEs/AEs  field:  This  will  be  displayed  if  the  selected  company  has  processes  with  active  AFEs/AEs.

Page  138/286

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

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

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

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

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

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

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

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

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

authorization  so  that  the  Anvisa  team  can  assess  the  situation.

Click  the  edit  option  in  the  actions  column.

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

will  allow  you  to  file  a  petition  of  the  same  type  of  request  selected  at  the  beginning  of  the  workflow.

which  will  be  used  for
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If  an  address  change  subject  was  selected  at  the  beginning  of  the  form,  the  system  will  only  display  address  

change  subjects.  Similarly,  if  a  company  name  change  subject  was  selected,  the  system  will  only  display  

company  name  change  subjects  in  the  modal.

When  you  select  a  subject,  the  modal  will  display  the  fee  associated  with  that  request  and  the  checklist  items  

for  attaching  the  requested  documents.
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After  completing  the  Active  AFEs/AEs  section,  the  user  must  insert  the  documents  related  to  the  subject  selected  at  the  

beginning  of  the  form.

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

After  attaching  the  requested  documents,  click  confirm.

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

After  filling  in  the  information  regarding  all  processes  related  to  the  registration  of  active  food  products  or  AFEs  (Authorization  

for  Operation)  or  AEs  (Authorization  for  Establishment),  the  user  must  check  the  box  indicating  that  the  “attached  

documentation  is  valid  and  that  all  information  is  legitimate”.  In  addition,  the  user  will  also  acknowledge  that  “there  may  be  

a  difference  of  up  to  3  hours  between  the  main  protocol  and  the  remaining  AFEs/AEs”.

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

subject  for  each  type  of  authorization  that  will  be  updated.
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After  viewing  all  the  files,  the  user  must  click  the  "Confirm  Submission"  button.

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

This  gave  rise  to  the  form.

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

respective  registration  receipts.

If  the  total  of  the  requests  results  in  a  value  that  does  not  qualify  for  exemption,  the  payment  selection  screen  will  be  displayed.
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The  generated  payment  slip  will  have  a  different  format,  referring  to  a  "multiple  guide"  that  will  include  the  fee  for  all  requested  

changes.

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

The  payment  slip  details  will  be  displayed  on  the  first  page.
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How  many  petitions  were  created  for  each  triggering  event.  Ex:

In  the  generated  payment  slip,  the  "Generating  Event(s)"  field  displays  the  generating  events  and  a  counter  that  indicates...

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

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

active  AFEs/AEs  (blue  box).
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The  petition  extract,  available  in  the  processes  tab  (see  previous  sections  to  understand  how  to  access  this  feature),  

may  show  the  company  name  or  address  that  was  registered  with  Anvisa  and  the  company  name  or  address  that  was  

registered  with  the  Federal  Revenue  Service  at  the  time  of  the  user's  request,  as  well  as  the  date  the  information  was  

updated  with  the  Federal  Revenue  Service.

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

will  also  be  made  available  in  the  mailbox  for  each  petition  created.

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

will  be  processed.

Due  to  differences  in  the  processing  of  the  forms,  it  is  expected  that  there  will  be  an  interval  of  up  to  3  hours  

between  the  registration  of  the  parent  form  and  the  registration  of  the  child  form(s).

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

Example  of  the  information  contained  in  the  address  change  request  statement.
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If  you  wish  to  make  changes,  the  information  can  be  obtained  through  the  Business  Operations  query,  “Consult  

National  Company”,  available  at  https://consultas.anvisa.gov.br/#/empresas/empresas/

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

in  the  Federal  Revenue  database.

Initiate  a  petition  linked  to  the  Alimony  registration  process  that  you  wish  to  modify,  following  the  steps  described  in  this  manual.  If  you  

do  not  know  the  process  number  linked  to  the  Alimony  registration  that...

This  feature  is  only  available  for  petitions  of  the  type  "Food/Alimony".

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

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

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

from  the  date  of  the  last  update.  Ex:

If  there  is  a  discrepancy  between  the  information  displayed  on  the  form  and  the  Federal  Revenue  Service  database,  check  the  date  of  

the  last  update.  If  there  is  still  a  discrepancy  between  the  data,  contact  the  responsible  department  so  that  the  reason  for  the  problem  

can  be  investigated.

Active  AFEs/AEs  field:  This  will  be  displayed  if  the  selected  company  has  processes  with  active  AFEs/AEs.
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which  will  be  used  forA  new  modal  will  be  displayed  for  selecting  the  subject;  clicking  on  the  magnifying  glass  

will  allow  you  to  file  a  petition  of  the  same  type  of  request  selected  at  the  beginning  of  the  workflow.

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

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

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

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

Click  the  edit  option  in  the  actions  column.

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

authorization  so  that  the  Anvisa  team  can  assess  the  situation.

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

displayed,  as  well  as  the  process  related  to  that  authorization.
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When  you  select  a  subject,  the  modal  will  display  the  fee  associated  with  that  request  and  the  checklist  items  

for  attaching  the  requested  documents.

If  an  address  change  subject  was  selected  at  the  beginning  of  the  form,  the  system  will  only  display  address  

change  subjects.  Similarly,  if  a  company  name  change  subject  was  selected,  the  system  will  only  display  

company  name  change  subjects  in  the  modal.
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Continue  filling  in  the  subjects  for  each  of  the  processes,  always  keeping  in  mind  the  need  to  choose  the  most  appropriate  

subject  for  each  type  of  authorization  that  will  be  updated.

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

After  attaching  the  requested  documents,  click  confirm.

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

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

beginning  of  the  form.

After  filling  in  the  information  regarding  all  processes  related  to  the  registration  of  active  food  products  or  AFEs  (Authorization  

for  Operation)  or  AEs  (Authorization  for  Establishment),  the  user  must  check  the  box  indicating  that  the  “attached  

documentation  is  valid  and  that  all  information  is  legitimate”.  In  addition,  the  user  will  also  acknowledge  that  “there  may  be  

a  difference  of  up  to  3  hours  between  the  main  protocol  and  the  remaining  AFEs/AEs”.
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If  the  total  of  the  requests  results  in  a  value  that  does  not  qualify  for  exemption,  the  payment  selection  screen  will  be  displayed.

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

This  gave  rise  to  the  form.

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

respective  registration  receipts.

After  viewing  all  the  files,  the  user  must  click  the  "Confirm  Submission"  button.
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The  payment  slip  details  will  be  displayed  on  the  first  page.

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

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

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

In  the  generated  payment  slip,  the  "Generating  Event(s)"  field  displays  the  generating  events  and  a  counter  that  indicates...

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

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

active  AFEs/AEs  (blue  box).
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Example  of  the  information  contained  in  the  address  change  request  statement.

Due  to  differences  in  the  processing  of  the  forms,  it  is  expected  that  there  will  be  an  interval  of  up  to  3  hours  

between  the  registration  of  the  parent  form  and  the  registration  of  the  child  form(s).

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

will  be  processed.

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

will  also  be  made  available  in  the  mailbox  for  each  petition  created.

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

The  petition  extract,  available  in  the  processes  tab  (see  previous  sections  to  understand  how  to  access  this  feature),  

may  show  the  company  name  or  address  that  was  registered  with  Anvisa  and  the  company  name  or  address  that  was  

registered  with  the  Federal  Revenue  Service  at  the  time  of  the  user's  request,  as  well  as  the  date  the  information  was  

updated  with  the  Federal  Revenue  Service.
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“Consultar  Empresa  Nacional”,  available  at  https://consultas.anvisa.gov.br/#/empresas/empresas/

After  the  selection,  a  block  of  information  regarding  the  legal  or  technical  representative  will  be  made  available,  

depending  on  the  chosen  subject.

Initiate  a  petition  linked  to  the  food  registration  process  you  wish  to  modify,  following  the  steps  described  in  this  

manual.  If  you  do  not  know  the  process  number  linked  to  the  food  registration  you  wish  to  modify,  this  information  

can  be  obtained  through  the  Business  Operations  query.

This  feature  is  only  available  for  petitions  of  the  type  "Food/Alimony".

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

technical  representative.
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The  right-hand  column ,  marked  in  blue,  indicates  the  users  who  will  be  updated  as  legal  or  technical  representatives  

(depending  on  the  chosen  subject)  of  the  company  after  the  request  is  submitted.  When  the  subject  is  selected,  the  

right-hand  column  will  contain  the  users  who  are  currently  registered  as  technical  or  legal  representatives  (depending  

on  the  chosen  subject)  for  the  selected  AFE  (Authorization  for  Operation).  This  information  can  also  be  verified  in  the  

Company  Operation  query,  as  previously  mentioned.

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

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

In  the  first  field,  the  system  will  indicate  for  which  food  product  registration  the  request  will  change  the  information  

regarding  the  legal  representative  or  technical  representative.  In  the  example  case,  it  would  be  the  food  product  registration.

XYZ:  

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

(depending  on  the  chosen  subject).

To  add  a  user,  click  the  arrow  next  to  the  user's  name  in  the  left-hand  table,  marked  in  red.  The  user's  name  will  then  

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

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

automatically  be  moved  to  the  left-hand  table.

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

this  manual,  until  the  protocol  is  finalized.

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

please  access  the  registration  systems  to  add  it."

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

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

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

red.

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

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

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

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

responsible  parties.

The  petition  extract,  available  in  the  processes  tab  (see  previous  sections  to  understand  how  to  access  this  

feature),  shows  information  about  the  representatives  before  and  after  the  request  was  finalized.

After  the  protocol  is  completed,  a  message  will  be  sent  to  your  mailbox  informing  you  who  will  be  the  company  

representative(s)  after  the  petition  has  been  filed:
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For  notification  or  registration  requests  for  domestic  products,  the  applicant  company  must  have  an  AFE  (Authorization  for  

Operation)  to  manufacture  cosmetics.

This  feature  is  only  available  for  "Cosmetics"  type  processes  and  petitions.

COSMETIC  FORMULAS

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

button,  selecting  the  "Initial  Petition"  option.

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

(Authorization  for  Operation)  to  import  cosmetics.

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

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

number  of  the  desired  subject.
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The  “Product  Group”  field  will  enable  selection  options  based  on  the  items  selected  in  the  “Product  Class”,  

“Purpose”,  and  “Specific  Purpose”  fields,  when  applicable.

The  "Product  Class"  field  displays  the  operating  authorization  classes  for  the  "Cosmetics"  product  type.  The  

options  are  enabled  according  to  the  Operating  Authorization  (AFE)  of  the  logged-in  company.  The  product  class  

options  are  "Cosmetics",  "Perfumes",  and  "Hygiene  Products".

Important!  The  "Product  Classification"  section  is  used  to  characterize  products  according  to  sanitary  regulations.  

The  information  entered  is  used  to  perform  various  validations  in  the  form  fields,  and  any  changes  made  during  

form  completion  will  result  in  the  deletion  of  all  data  entered  up  to  that  point.

The  "Product  Classification"  section  has  the  following  fields  to  be  filled  in.

Depending  on  the  chosen  destination,  a  specific  destination  field  will  be  available,  detailing  the  area  in  which  the  

product  will  be  used.

Ensure  that  the  final  product  group  designation  complies  with  applicable  legislation.  An  incorrect  product  

group  designation  may  lead  to  the  rejection  or  cancellation  of  the  product  registration.

The  "Intended  Use"  field  indicates  the  area  of  the  body  where  the  product  will  be  used.
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The  "Questionnaire"  field  is  enabled  for  a  better  characterization  of  the  product  claims  that  will  be  submitted.  

Changing  the  answer  to  any  question  after  the  questionnaire  has  been  fully  completed  will  result  in  

the  deletion  of  the  registered  presentations/formulas/shades.
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In  the  "Product  Name  (including  Brand  or  Line  name)"  field,  you  can  enter  names  with  up  to  230  alphanumeric  characters.

The  "General  Data"  section  is  used  to  provide  broad  product  information.

The  "Product  Risk  Level"  field  is  automatically  defined  according  to  the  information  entered  in  the  "Questionnaire"  fields.

The  "Product  Classification"  section  has  the  following  fields  to  be  filled  in.

In  the  "Formulation  Type"  field,  you  must  select  the  physical  form  of  the  product.  If  the  desired  physical  form  is  not  available,  please  

contact  the  team  at  the  responsible  organizational  unit.

The  "Manufacturers"  section  allows  the  inclusion  of  national  or  international  manufacturers,  with  at  least  one  manufacturer  being  

registered.  The  section  is  composed  of  two  modes:  one  for  entering  data  for  national  manufacturers  and  another  for  entering  data  for  

international  manufacturers.
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To  select  the  company,  click  the  button.

to  display  the  company  selection  model  and  the  steps  involved.

To  enter  data  for  a  national  manufacturer,  click  the  button.

The  manufacturing  company  will  be  responsible.

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

A  new  mode  of  transport  will  be  opened.

To  specify  the  manufacturing  stage(s)  the  company  is  responsible  for,  click  on  the  “Manufacturing  Stages”  field.
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The  company  data  will  be  filled  in  the  previous  form.  If  the  national  company  does  not  have  an  Operating  

Authorization  compatible  with  the  selected  product  class,  warning  messages  will  be  displayed  indicating  that  

"The  CNPJ  (Brazilian  tax  ID)  provided  or  its  parent  company  is  not  authorized  to  Package,  Manufacture,  

Fractionate  or  Repackage  Cosmetics"  and  that  "If  this  form  is  submitted,  the  registration  request  may  be  

rejected,  as  the  manufacturing  company  does  not  have  an  AFE  (Operating  Authorization)  to  manufacture  the  

selected  product  class,  thus  violating  sanitary  legislation."

to  select  it.

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

Once  the  desired  company  has  been  displayed,  click  the  button.
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If  the  desired  manufacturer  is  not  registered,  please  contact  the  team  at  the  responsible  organizational  unit.

allow  editing  of  the  component  while  the  buttonThe  action  button

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

allows  the  exclusion  of

The  process  for  filling  out  the  international  manufacturer  information  is  the  same,  with  the  difference  being  that  

the  company  search  can  be  done  by  unique  code  or  company  name.

component.
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A  modal  offers  several  fields  to  characterize  a  presentation.

The  "Product  Technical  Data"  section  allows  the  inclusion  of  data  relating  to  presentation  details,  as  well  as  

the  product  formula.

To  enter  presentation  data,  click  the  button  to  display  the  presentation  

registration  modal.
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In  the  "Secondary  Packaging"  field,  specify  the  packaging  to  be  used.  If  secondary  packaging  is  not  used,  

enter  the  information  "Product  contains  only  primary  packaging".

In  the  "Primary  Packaging"  field,  specify  the  packaging  to  be  used.

In  the  "Product  Destination"  field,  you  must  select  the  intended  use  of  the  product.

In  the  "Product  Validity  Period"  field,  enter  an  integer  and  then  choose  the  time  period  corresponding  to  the  

product's  validity  period.

If  the  desired  primary  or  secondary  packaging  is  not  listed,  please  contact  the  team  at  the  responsible  

organizational  unit.

After  completing  the  form,  click  the  button  displayed  in  the  

table  format.

The  inserted  groups  will  be

allows  editing  of  the  presentation,  while  the  button

New  presentations  can  be  registered  using  this  same  workflow  or  by  copying  data  from  an  already  registered  

presentation.  This  functionality  is  enabled  once  at  least  one  presentation  has  been  registered.

allows  the  exclusion  ofThe  presentation  

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

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

copy.
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.  The  formula  registration  is  done  substance  by  substance.  To  do  so,  click  the  button.

The  next  section  concerns  the  product's  "Formula".  This  section  will  only  be  enabled  once  the  presentation  field  has  

been  filled  in.

A  new  screen  will  be  available.

Click  on  the  magnifying  glass  and  choose  the  substance  by  entering  the  “substance  name”  or  the  “inscription  

(reference)”.  In  both  cases,  the  search  allows  for  exact  or  partial  searches.  Note  that  depending  on  the  characteristics  

of  the  product  and  the  selected  substance,  warning  messages  may  be  displayed  indicating  that  the  selected  substance  

cannot  be  used,  “The  selected  formula  component  is  not  permitted  for  personal  hygiene  products,  perfumes  and  

cosmetics”  or  that  the  quantity  entered  is  not  compatible  with  the  product  being  registered  “The  substance  does  not  

allow  the  use  of  the  informed  purposes  or  does  not  allow  the  chosen  concentration.  Adjust  the  substance  or  its  

concentration  or  choose  another  purpose. ”.  If  the  desired  substance  is  not  registered,  please  contact  the  team  of  the  

responsible  organizational  unit.
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Using  the  button

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

After  selecting  the  substance,  enter  the  quantity  of  the  substance  in  g/100g.  If  the  user  enters  a  value  greater  than  100,  or  if  the  sum  

of  the  substances  exceeds  100,  an  error  message  will  be  displayed  stating  that  "The  value  of  the  substance  exceeds  the  maximum  

permitted  concentration  limit  of  100."

After  entering  the  quantity,  please  specify  the  function  associated  with  that  product.  If  the  desired  function  is  not  registered,  please  

contact  the  team  at  the  responsible  organizational  unit.

It  is  possible  to  exclude  an  inserted  substance.

It  is  possible  to  change  the  data  of  an  entered  substance  by  using  the  button.

Important!  Post-registration  applications  do  not  include  fields  for  "Manufacturers,"  "Substances,"  or  "Presentations"  in  their  form.

Finally,  the  user  must  complete  the  section  related  to  "Microbiological  Specification  of  Finished  Product".

MNU  -  User  Manual

Page  171/286

Machine Translated by Google



Perform  the  search  using  the  microorganism's  name  or  part  of  its  name  in  the  "Tested  Microorganism"  menu  

and,  depending  on  the  result,  check  the  box  to  indicate  that  the  microorganism  was  absent.

In  this  situation,  it  will  not  be  possible  to  include  information  regarding  the  microorganisms  tested.

If  the  product  is  not  susceptible  to  microbiological  contamination,  the  user  should  check  the  box:

.  

Clicking  this  button  will  enable  the  modal  for  inserting  the

Information  regarding  each  microorganism  tested.

In  situations  where  there  is  a  possibility  of  contamination,  the  user  should  click  the  button.

MNU  -  User  Manual

Page  172/286

Machine Translated by Google



If  the  microorganism  has  been  identified,  the  value  for  the  "Maximum  Limit"  and  the  "Unit"  must  be  entered.

If  you  are  not  registered,  please  contact  the  team  at  the  responsible  organizational  unit.

or  report  the  "Maximum  Limit"  found.  If  the  desired  microorganism

If  the  option  indicating  that  the  microorganism  is  absent  is  selected,  the  size  of  the  sample  tested  and  the  

sample  size/quantity  must  be  provided.

With  each  entry,  the  list  of  tested  microorganisms  will  be  updated  and  can  be  viewed  on  the  main  screen.

"Measurement"  associated  with  the  entered  value.

of  the  form.
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It  is  possible  to  change  the  data  of  a  microorganism,  and  by  using  the  button  it  is  possible  to  do  so.Using  the  button

to  eliminate  a  microorganism.
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to

Requests  for  "Cosmetics,"  "Perfumes,"  and  "Hygiene  Products"  that  can  be  differentiated  by  product  shades  

require  a  form  modification  to  allow  for  the  insertion  of  data  from  the  "Product  Technical  Data"  section,  

grouped  for  each  shade.

To  enter  data  for  a  "Shade,"  click  the  button  to  display  the  shade  registration  modal.

Machine Translated by Google



The  inserted  shades  will  be  displayed  inAfter  completing  the  form,  click  the  button.

In  the  "Key"  field,  enter  the  name  of  the  key,  and  then  enter  the  data  relating  to  "Presentations"  and  "Formula"  

as  instructed  in  the  previous  item.

table  format.

The  action  button  
tone.

allows  the  exclusion  ofallow  editing  of  the  tone  while  the  button

MNU  -  User  Manual

Page  176/286

Machine Translated by Google



New  submissions  can  be  added  by  clicking  the  button  using  the  same  

registration  logic  as  the  initial  request.

When  selecting  the  notification  to  be  modified,  its  data  will  be  loaded  onto  the  screen  in  a  form  identical  to  

that  used  in  the  initial  notification  so  that  it  can  be  edited.  It  should  be  noted  that  the  information  in  the  

"Product  Classification"  section  and  the  "Product  Name  (including  Brand  or  Line  name)"  field  cannot  be  

modified.

To  initiate  a  request  to  change  a  cosmetics  notification,  you  must  access  the  drafts  tab  and  click  the  "New"  

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

Presentation  management  can  be  done  through  the  "Product  Technical  Data"  section.

and

allow  editing  of  the  presentation  while  the  buttonThe  presentation  

action  button.

New  presentations  can  also  be  added  using  the  function  to  copy  data  from  an  already  registered  presentation.  

This  feature  is  enabled  once  at  least  one  presentation  has  been  registered.

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

copy.

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

allows  the  exclusion  of
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COSMETICS  NOTIFICATION  MIGRATION
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If  the  expression  of  interest  protocol  was  submitted  within  the  regulatory  deadline,  the  expiration  date  for  product  registration  will  be  

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

When  selecting  the  notification  process,  the  subject  must  be  selected  to  inform  the  manifestation  of  the

Once  every  five  years,  companies  must  express  their  interest  in  maintaining  the  notified  products.  The  frequency  is  determined  from  

the  date  of  the  product  notification.

It  is  important  to  note  that  deleting  a  previously  registered  presentation  will  result  in  its  cancellation.  If  one  of  these  presentations  is  

deleted,  it  will  not  be  possible  to  undo  the  deletion  request,  and  if  there  has  been  a  mistake,  it  is  recommended  to  delete  the  draft  and  

complete  a  new  form.

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

interest.

The  expression  of  interest  can  occur  at  any  time  during  the  period  defined  by  law.

To  initiate  a  request  for  a  declaration  of  interest  in  continuing  the  marketing  of  a  product  exempt  from  registration,  it  is  necessary  to  

access  the  drafts  tab  and  click  the  "New"  button,  selecting  the  option  "Petition  Linked  to  an  Existing  Process".

To  initiate  a  request  to  migrate  a  cosmetics  notification  made  in  the  SGAS  system,  you  need  to  access  the  drafts  tab  and  click  the  "New"  

button,  selecting  the  "Initial  Petition"  option.

Cosmetic  products  exempt  from  registration  that  have  not  received  an  expression  of  interest  within  the  regulatory  deadline  will  not  have  

their  registration  expiration  date  updated  and  will  be  automatically  deactivated  after  its  expiration.  After  the  deactivation  of  a  cosmetic  

product  exempt  from  registration  due  to  lack  of  expression  of  interest,  reactivation  will  not  be  possible.

When  selecting  the  subject  "Migration  of  Product  Exempt  from  Registration,"  a  form  identical  to  that  described  in  the  Cosmetics  

Notification  and  Registration  section  will  be  displayed.

The  section  "Product  data  to  be  migrated"  has  been  added  to  this  basic  structure.
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General  information  is  not  possible;  this  information  cannot  be  changed.

•  The  user  represents  the  company  that  requested  the  process  in  SGAS;  •  

The  product  is  valid;  •  This  

process  has  not  yet  been  migrated  to  the  Solicita  system.

When  entering  a  process  number,  the  system  will  validate  whether:

If  these  criteria  are  met,  the  system  will  display  a  message  stating  that  the  "Process  number  was  found".

Upon  successful  validation,  the  system  will  pre-populate  the  information  in  the  "Data"  section.

Machine Translated by Google



The  following  form  will  provide  the  information  that  must  be  completed  in  order  to  characterize  the  product  being  requested  and  all  

presentations  (describing  the  primary  and  secondary  presentations)  that  will  be  marketed.

The  subject  can  be  searched  by  selecting  "Tobacco  Derivatives"  in  the  "Activity/Product  Type"  field,  or  by  selecting  the  corresponding  

service,  or  by  entering  the  name  or  number  of  the  desired  subject.

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

TOBACCO  PRODUCT  FORMS

To  begin  the  process  of  registering  a  tobacco  product,  you  must  access  the  drafts  tab  and  click  the  "New"  button,  selecting  the  "Initial  

Petition"  option.

Click  the  button and  select  the  subject.

In  the  form  provided,  click  on  the  "magnifying  glass"  icon  in  the  "Subject"  field  to  bring  up  the  subject  selection  screen.

General  Information  (Product  Characteristics)

The  "General  Data"  section  contains  fields  intended  to  characterize  the  requested  product.
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Length  and  Circumference:  For  cigar,  cigarillo,  filtered  cigarette,  kretek  cigarette,  and  unfiltered  cigarette  products,  

the  fields  "Length"  and  "Circumference"  are  displayed.  The  user  must  fill  in  the  values  in  millimeters,  and  can  enter  a  value  

with  up  to  five  digits  and  two  decimal  places.

Product:  This  field  displays  the  categories  regulated  by  specific  legislation.  The  rest  of  the  form  will  have  fields  that  are  

dynamic  depending  on  the  selected  "Product".

Product  Name:  This  field  can  hold  up  to  100  characters  and  accepts  accented  characters,  but  only  the  following  special  

characters  can  be  used:  ";"  ":"  "."  "-"  "ç"  "&"  "°"  "("  ")"

Warning:  If  the  product  type  is  changed,  all  previously  entered  information  will  be  deleted,  and  the  user  will  need  to  fill  in  the  

data  again.

Filter  and  Wrapper:  In  the  case  of  products  with  a  filter  (filtered  cigarettes  and  kretek  cigarettes),  the  section  is  enabled.

"Specifications  and  Physical  Characteristics  of  the  Filter  and  Enclosure":

The  "Filter  Type"  field  is  a  drop-down  menu.  If  it  becomes  necessary  to  add  new  options  to  the  field,  the  user  must  submit  a  

primary  petition  for  the  Inclusion  of  Controlled  Tobacco  Vocabulary.
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For  each  line  included,  the  fieldTo  include  more  than  one  type  of  tobacco,  click  the  button  again.

Tobacco  Blend:  This  section  indicates  the  types  of  tobacco  used  in  the  product.  Click  the  button.

In  the  "Filter  Physical  Characteristics"  field,  you  must  enter  the  values  for  "Total  Ventilation"  (0  -  100%),  "Pressure  Drop  with  Vent  Holes  

Open  (mm  H2O)",  "Pressure  Drop  with  Vent  Holes  Closed  (mm  H2O )",  as  well  as  fill  in  the  data  regarding  the  characteristics  of  the  filter  

wrapping  paper,  the  tip  paper,  and  the  product  wrapping  paper.

If  the  wrapping  paper  is  not  permeable,  enter  the  value  0.00.

The  "Tobacco  Type"  field  is  a  drop-down  menu.  If  it  becomes  necessary  to  add  new  options  to  the  field,  the  user  must  submit  a  primary  

petition  for  the  Inclusion  of  Controlled  Tobacco  Vocabulary.

A  data  field  will  be  enabled  to  select  the  type  of  tobacco  and  enter  the  quantity  in  grams,  allowing  the  value  to  be  entered  with  up  to  two  

digits  and  two  decimal  places:

:  

The  “Total  Amount  of  Tobacco  per  Product  (g/unit)”  will  be  updated  to  display  the  total  amount  of  tobacco  entered  in  the  form:

delete  by  clicking  the  button which  will  be  displayed  in  the  window.

If  you  need  to  delete  a  row  of  data,  click  the  icon  to  allow  deletion  and  confirm.

.  
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The  fields  “Additives/CAS”,  “Category”,  “Added  to”,  and  “Unit”  are  drop-down  menus.  If  it  is  necessary  to  include  new  options  for  the  

field,  the  user  must  submit  a  primary  petition  for  the  Inclusion  of  Controlled  Tobacco  Vocabulary.

The  "Additive"  field  allows  you  to  search  by  additive  name  or  its  CAS  code.

The  procedure  for  adding  and  removing  new  data  rows  is  the  same  as  described  previously.

In  the  case  of  the  cigar  product ,  the  user  must  indicate  the  quantity,  in  grams,  present  in  the  wrapper,  binder,  and  filler,  and  may  

enter  the  value  with  up  to  two  digits  and  two  decimal  places.

List  of  Additives  Used:  This  section  is  intended  to  inform  you  of  the  additives  present  in  the  product:

If  the  product  contains  additives,  click  the  button. to  display  a  line  of  data  for  each  additive.

If  no  additives  are  used,  select  the  checkbox:  “It  is  declared  that  no  additives  are  used  from  the  processing  of  the  tobacco(s)  to  obtaining  

the  finished  product”.  This  action  will  disable  the  field  for  entering  additive  information.

MNU  -  User  Manual

Page  183/286

Machine Translated by Google



Page  184/286

MNU  -  User  Manual

For  each  package  that  will  be  used  in  the  marketing  of  the  product,  the  user  must  click  the  button.

Presentation  Registration(s)

.  If  you  need  to  add  more  additives,  click  the  button.

If  you  need  to  delete  a  row  of  data,  click  the  icon  to  allow  deletion  and  confirm.

which  will  be  displayed  in  the  window:

Next,  the  "Presentation  Registration(s)"  section  will  be  available,  intended  for  registering  Presentations  that  have  primary  

packaging(s)  and,  where  applicable,  secondary  packaging(s).

delete  by  clicking  the  button

The  screen  will  display  the  information  for  registering  each  product  presentation,  separately  showing  the  data  for  

each  primary  packaging  and  then,  if  applicable,  the  data  for  each  secondary  packaging.

Presentation  Description:  This  field  is  not  editable,  and  the  description  is  automatically  generated  by  the  system  based  on  the  

information  entered  in  the  fields  that  make  up  this  section.

To  register  primary  packaging:  The  fields  “Primary  Packaging”,  “Quantity”  and  “Unit”  are  intended  to  characterize  the  packaging(s)  

that  contain  the  product.

The  "Primary  Packaging"  field  is  a  drop-down  menu.  If  it  becomes  necessary  to  add  new  options  to  the  field,  the  user  must  submit  a  

primary  petition  for  the  Inclusion  of  Controlled  Tobacco  Vocabulary.

The  "Quantity"  field  refers  to  the  quantity  of  product  in  the  primary  packaging,  in  product  units  or  in  grams  (in  this  case,  you  can  enter  

a  value  with  up  to  six  digits  and  two  decimal  places).  In  the  case  of
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The  "Secondary  Packaging"  field  is  a  drop-down  menu.  If  it  becomes  necessary  to  include  new  options  for  the  

field,  the  user  must  submit  a  primary  petition  for  the  Inclusion  of  Controlled  Vocabulary.

This  field  can  contain  information  that  will  allow  consumers  to  differentiate  between  packages,  such  as  shape,  

packaging  material,  opening  system,  or  other  information,  which  will  be  included  in  the  description  to  be  published  

in  the  Official  Gazette.

The  "Additional  Information"  field  should  be  used  if  there  is  more  than  one  layout  for  the  same  type  of  packaging.

For  filtered  cigarettes  and  kretek  cigarettes,  the  system  automatically  fills  in  the  quantity  and  unit  fields.

The  "Secondary  Packaging"  field,  which  is  the  product's  outer  packaging  and  contains  more  than  one  primary  

package,  should  have  the  "Presentation  with  primary  packaging  only"  option  selected  when  registering  

Presentations  that  have  only  primary  packaging(s).

Below  is  an  example  of  how  fields  are  used  to  structure  the  description  of  a  primary  presentation:

To  register  secondary  packaging:  The  fields  “Primary  Packaging”,  “Quantity”  and  “Unit”  must  be  filled  with  the  

data  of  the  primary  packaging  that  will  be  contained  within  the  secondary  packaging.

The  fields  “Secondary  Packaging”  and  “Quantity”  are  intended  to  describe  the  secondary  packaging,  used  to  

contain  more  than  one  primary  package.

Tobacco.

The  "Quantity"  field  on  the  secondary  packaging  refers  to  the  number  of  primary  packages  contained  within  the  

secondary  packaging.

Machine Translated by Google



:  

The  section  for  including  company  data  consists  of  two  windows.

Below  are  two  examples  of  how  fields  are  used  to  structure  the  description  of  a  presentation:

The  "Companies"  field  should  be  used  to  list  all  companies  involved  in  the  manufacturing  of  the  product,  

from  tobacco  processing  to  the  finished  product  and  final  packaging.

The  system  displays  a  window  to  select  the  steps  involved  in  manufacturing  and  to  indicate  the  national  

company  responsible  for  each  step:

To  enter  the  data  for  a  national  company,  click  the  button.
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Once  the  information  has  been  displayed,  click  the  button  to  select  it.  After  it's  selected,  the  system  will  close  this  window  

and  load  the  company  data  into  the  previous  window.

.  One

The  "Manufacturing  Steps"  field  is  a  drop-down  menu  that  displays  the  possible  steps  that  can  be  performed,  allowing  

the  user  to  select  one  or  more  steps.  If  it  becomes  necessary  to  add  new  options  to  the  field,  the  user  must  submit  a  

primary  petition  for  the  Inclusion  of  Controlled  Tobacco  Vocabulary.

To  select  the  company  responsible  for  the  stage(s)  involved  in  manufacturing,  click  the  button;  a  new  window  

will  open  to  enter  the  CNPJ  of  the  national  company.

to  search  for  the  company's  data.  Once  the  desired  company  is  found.Enter  the  CNPJ  and  click  the  button.

MNU  -  User  Manual

Page  187/286

Machine Translated by Google



Page  188/286

MNU  -  User  Manual

By  clicking  the  button

to  carry  out  the  stated  activity.

The  system  validates  whether  the  company  has  a  CNAE  (National  Classification  of  Economic  Activities)  code  that  qualifies  it.

Click  on  the  button  

(packaging)  that  is  being  registered.

so  that  the  company  data  entered  is  displayed  for  the  Presentation

If  an  application  is  submitted  that  includes  companies  that  do  not  have  the  appropriate  CNAE  codes,  the  application  may  be  rejected  

after  review.

The  action  button  allows  you  to  edit  the  company,  while  the  button  allows  you  to  delete  it.

The  process  for  filling  out  the  international  company  information  is  the  same,  with  the  difference  being  that  the  "Company"  field  is  filled  

in  manually  by  the  user,  who  then  selects  the  "Country"  and  "City,"  which  are  dropdown  fields.

This  section  is  intended  to  provide  information  from  the  product  analysis  report  regarding  "Parameters  and  Compounds  Present  in  

the  Primary  Stream,"  "Parameters  and  Compounds  Present  in  the  Secondary  Stream,"  and  "Parameters  and  Compounds  Present  in  

Total  Tobacco,"  according  to  the  type  of  product  being  requested.

Parameters  and  Compounds  Present  in  Primary  Stream,  Secondary  Stream,  and  Total  Tobacco

A  window  will  appear  for  filling  in  the  "Content"  fields.

"Average"  and  "Standard  Deviation"  of  each  mandatory  information  component,  with  the  results  of  the  report:

If  the  country  or  city  is  not  available,  the  user  must  submit  a  primary  petition  for  the  inclusion  of  controlled  tobacco  vocabulary.
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Attention:  The  files  for  each  packaging  (Presentation)  declared  in  the  Presentation  Registration  section  

must  be  attached .

In  this  section,  all  requested  documents  for  the  chosen  subject  must  be  attached .  The  system  indicates  the  

mandatory  documents  without  which  the  product  petition  will  not  be  processed.

If  the  substance  being  evaluated  is  below  the  Detection  Limit  or  the  Quantification  Limit  of  the  method,  the  

Average  Content  field  should  be  filled  with  the  information  “<LOD/LOQ”  and  the  Standard  Deviation  field  with  

the  information  “N/A”.  In  this  case,  it  is  possible  to  leave  the  fields  blank  and  select  the  checkbox  “Automatically  

fill  in  the  fields  with  results  below  the  detection/quantification  limit  with  the  information  <LOD/LOQ.”

The  user  must  fill  in  the  values,  paying  attention  to  the  unit  of  each  field,  and  can  enter  values  with  up  to  eight  

digits  and  four  decimal  places.

Once  all  the  values  have  been  filled  in,  click  the  button.

Documentation

File  attachments  of  the  following  types  are  allowed:  jpg,  jpeg,  bmp,  png,  pdf,  doc,  docx,  xls,  and  xlsx.  Limited  

to  50MB.  The  file  name,  including  the  file  type,  must  be  limited  to  149  characters.

.  
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Option  1  –  Start  with  the  “Processes”  tab:

collection  of  the  fee.

Since  registration/renewal  of  registration  petitions  are  subject  to  an  inspection  fee,  they  will  remain  in  the  "Awaiting  Protocol"  

status  on  the  homepage  until  the  system  identifies  the...

Once  all  the  data  has  been  entered  and  all  the  files  have  been  attached  and  viewed,  you  can  complete  and  submit  the  

petition  by  clicking  the  button. .  

More  details  can  be  found  in  the  topic  “4.  CREATING  A  DRAFT  OF  A  PRIMARY  PETITION”  of  this  document.

manual.  

To  initiate  a  registration  renewal  request,  one  of  the  following  paths  can  be  followed:

Access  the  “Processes”  tab.  The  system  will  display  the  company's  list  of  processes.  The  desired  process  can  be  filtered  by  

entering  its  number  and  clicking  on  the  magnifying  glass  at  the  top  of  the  screen.

To  start  a  Registration  Renewal  petition,  click  on  the  Registration  process  line  on  the  left  side  of  the  screen  and  then  click  the  

“New  Petition”  button:

The  system  will  open  the  form  to  initiate  the  new  petition  linked  to  the  Registration  process,  and  select  the  Subject  of  the  

petition.

Click  the  “Actions”  button  to  view  process  details.  The  system  will  open  a  screen  with  the  process  data.

MNU  -  User  Manual

Renewal  of  the  registration  of  a  tobacco-  derived  product .

Machine Translated by Google



After  selecting  the  process,  click  on  the  "magnifying  glass"  in  the  "Subject"  field  to  display  the  screen  for  selecting  the  Subject  of  the  

Renewal  petition.

In  the  form  provided,  click  on  the  "magnifying  glass"  in  the  "Original  Petition"  field  to  display  the  screen  for  selecting  the  Registration  

process  to  be  renewed.

Option  2  –  Start  from  the  “Drafts”  tab:

In  the  "Drafts"  tab,  click  the  "New"  button  and  select  the  option  "Petition  linked  to  an  existing  process":

The  fields  “Product  Name”  and  “Product”  are  not  editable,  as  they  cannot  be  changed.

Next,  the  fields  in  the  Product  Characteristics  section  will  be  made  available  with  the  information  declared  in  the  previous  

Registration  or  Renewal  application  and  approved  in  the  technical  analysis.

The  "Filter  Type"  field ,  in  the  case  of  products  with  filters,  is  not  editable,  as  stipulated  in  the  regulations  for  the  registration  of  tobacco-

derived  products.

The  Presentation  Registration  section  will  display  the  Presentations  that  have  been  previously  registered  and

Approved  in  the  analysis.  And  they  will  be  available  for  deletion  and  editing  of  companies  and  manufacturing  stages.  And  it  will  be  

possible  to  include  new  Presentations  in  the  petition.

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

To  initiate  a  request  for  a  Tobacco  Derivative  Product  Notification,  you  must  access  the  drafts  tab  and  click  the  "New"  button,  

selecting  the  "Initial  Petition"  option.

The  section  "Parameters  and  Compounds  Present  in  Primary  Stream,  Secondary  Stream,  and  Total  Tobacco"  will  display  empty  

fields  available  for  the  insertion  of  new  laboratory  report  results.

The  remaining  fields  in  the  Product  Features  section  are  editable.
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Product  Name:  The  "Product  Name"  field  can  hold  up  to  100  characters  and  accepts  accents,  but  only  the  following  special  

characters  can  be  used:  ";"  ":"  "."  "-"  "ç"  "&"  "°"  "("  ")"

The  "General  Data"  section  contains  fields  intended  to  characterize  the  requested  product.

Click  the  button

In  the  form  provided,  click  on  the  "magnifying  glass"  icon  in  the  "Subject"  field  to  bring  up  the  subject  selection  screen.

The  subject  can  be  searched  by  selecting  "Tobacco  Derivatives"  in  the  "Activity/Product  Type"  field,  or  by  selecting  the  corresponding  

service,  or  by  entering  the  name  or  number  of  the  desired  subject.

The  following  form  will  provide  the  information  that  must  be  completed  in  order  to  characterize  the  product  being  requested  and  all  

presentations  that  have  primary  packaging(s)  and,  where  applicable,  secondary  packaging(s).

General  Data  (Product  Characteristics  Exclusive  for  Export)

and  select  the  subject.
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The  "Primary  Packaging"  field  is  a  drop-down  menu.  If  it  becomes  necessary  to  add  new  options  to  the  field,  

the  user  must  submit  a  primary  petition  for  the  Inclusion  of  Controlled  Tobacco  Vocabulary.

Registration  of  Product  Presentation(s)  Exclusive  for  Export

Warning:  If  the  product  type  is  changed,  all  previously  entered  information  will  be  deleted,  and  the  user  will  

need  to  fill  in  the  data  again.

Product:  The  "Product"  field  displays  the  categories  regulated  by  specific  legislation.  The  rest  of  the  form  will  

have  fields  that  are  dynamic  depending  on  the  selected  "Product".

For  the  products  CIGAR,  CIGARILLO,  FILTERED  CIGARETTE,  KRETEK  CIGARETTE,  and  UNFILTERED  

CIGARETTE,  the  fields  “Length”  and  “Circumference”  are  displayed.  The  user  must  fill  in  the  values,  in  

millimeters,  and  can  enter  a  value  with  up  to  five  digits  and  two  decimal  places:

For  each  package  that  will  be  used  in  exporting  the  product,  the  user  must  click  the  button.

Next,  the  "Presentation  Registration(s)"  section  will  be  available,  intended  for  registering  Presentations  that  

have  primary  packaging(s)  and,  where  applicable,  secondary  packaging(s).

The  screen  will  display  the  information  for  registering  each  product  presentation,  separately  

showing  the  data  for  each  primary  packaging  and  then,  if  applicable,  the  data  for  each  secondary  packaging.

To  register  primary  packaging:  The  fields  “Primary  Packaging”,  “Quantity”  and  “Unit”  are  intended  to  

characterize  the  packaging(s)  that  contain  the  product.

Presentation  Description:  This  field  is  not  editable,  and  the  description  is  automatically  generated  by  the  

system  based  on  the  information  entered  in  the  fields  that  make  up  this  section.
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The  "Quantity"  field  on  the  secondary  packaging  refers  to  the  number  of  primary  packages  contained  within  the  

secondary  packaging.

The  fields  “Secondary  Packaging”  and  “Quantity”  are  intended  to  describe  the  secondary  packaging,  used  to  

contain  more  than  one  primary  package.

The  "Secondary  Packaging"  field,  which  is  the  product's  outer  packaging  and  contains  more  than  one  primary  

package,  should  have  the  "Presentation  with  primary  packaging  only"  option  selected  when  registering  

Presentations  that  have  only  primary  packaging(s).

The  "Quantity"  field  refers  to  the  amount  of  product  in  the  primary  packaging,  in  product  units  or  in  grams  (in  this  

case,  you  can  enter  a  value  with  up  to  six  digits  and  two  decimal  places).  In  the  case  of  filtered  cigarettes  and  

kretek  cigarettes,  the  system  automatically  fills  in  the  quantity  and  unit  fields.

The  "Additional  Information"  field  should  be  used  if  there  is  more  than  one  layout  for  the  same  type  of  packaging.

To  register  secondary  packaging:  The  fields  “Primary  Packaging”,  “Quantity”  and  “Unit”  must  be  filled  with  the  

data  of  the  primary  packaging  that  will  be  contained  within  the  secondary  packaging.

Below  is  an  example  of  how  fields  are  used  to  structure  the  description  of  a  primary  presentation:

This  field  can  contain  information  that  will  allow  consumers  to  differentiate  between  packages,  such  as  shape,  

packaging  material,  opening  system,  or  other  information,  which  will  be  included  in  the  description  to  be  published  

in  the  Official  Gazette.
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The  section  for  including  company  data  consists  of  two  windows.

Below  are  two  examples  of  how  fields  are  used  to  structure  the  description  of  a  presentation:

The  "Secondary  Packaging"  field  is  a  drop-down  menu.  If  it  becomes  necessary  to  add  new  options  to  the  field,  the  user  must  submit  a  

primary  petition  for  the  Inclusion  of  Controlled  Tobacco  Vocabulary.

The  "Companies"  field  should  be  used  to  list  all  companies  involved  in  the  manufacturing  of  the  product,  from  tobacco  processing  

to  the  finished  product  and  final  packaging.

To  enter  the  data  for  a  national  company,  click  the  button. :  
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To  select  the  company  responsible  for  the  stage(s)  involved  in  manufacturing,  click  the  button;  a  new  

window  will  open  to  enter  the  CNPJ  of  the  national  company.

The  system  displays  a  window  to  select  the  steps  involved  in  manufacturing  and  to  indicate  the  national  company  

responsible  for  each  step:

The  "Manufacturing  Steps"  field  is  a  drop-down  menu  that  displays  the  possible  steps  that  can  be  performed,  

allowing  the  user  to  select  one  or  more  steps.  If  it  becomes  necessary  to  add  new  options  to  the  field,  the  user  must  

submit  a  primary  petition  for  the  Inclusion  of  Controlled  Tobacco  Vocabulary.

Enter  the  CNPJ  (Brazilian  company  tax  ID)  and  click  the  button  to  search  for  the  company's  data.  Once  the  desired  

company  is  displayed,  click  the  button  to  select  it.  Once  selected,  the  system  will  close  this  window,  loading  the  

company's  data  into  the  previous  window.

.  One

MNU  -  User  Manual

Page  196/286

Machine Translated by Google



The  system  validates  whether  the  company  has  a  CNAE  (National  Classification  of  Economic  Activities)  code  that  qualifies  it.

Click  on  the  button  

(packaging)  that  is  being  registered.

so  that  the  company  data  entered  is  displayed  for  the  Presentation

If  an  application  is  submitted  that  includes  companies  that  do  not  have  the  appropriate  CNAE  codes,  the  application  may  be  rejected  

after  review.

Documentation

More  details  can  be  found  in  the  section  “4.  CREATING  A  DRAFT  OF  A  PRIMARY  PETITION”  in  this  manual.

Once  all  the  data  has  been  entered  and  all  the  files  have  been  attached  and  viewed,  you  can  complete  and  submit  the  petition  by  

clicking  the  button.

Since  registration/renewal  of  registration  petitions  are  subject  to  an  inspection  fee,  they  will  remain  in  the  "Awaiting  Protocol"  status  

on  the  homepage  until  the  system  identifies  the...

Access  the  “Processes”  tab.  The  system  will  display  the  company's  list  of  processes.  The  desired  process  can  be  filtered  by  entering  

its  number  and  clicking  on  the  magnifying  glass  at  the  top  of  the  screen.

Attention:  The  files  for  each  packaging  (Presentation)  declared  in  the  Presentation  Registration  section  must  be  attached .

to  carry  out  the  stated  activity.

Option  1  –  Start  with  the  “Processes”  tab:

collection  of  the  fee.

The  action  button  allows  you  to  edit  the  company,  while  the  button  allows  you  to  delete  it.

To  initiate  a  request  for  Renewal  of  Notification  of  Tobacco-Derived  Product,  one  of  the  following  paths  can  be  followed:

File  attachments  of  the  following  types  are  allowed:  jpg,  jpeg,  bmp,  png,  pdf,  doc,  docx,  xls,  and  xlsx.  Limited  to  50MB.  The  file  

name,  including  the  file  type,  must  be  limited  to  149  characters.

.  

In  this  section,  all  requested  documents  for  the  chosen  subject  must  be  attached .  The  system  indicates  the  mandatory  documents  

without  which  the  product  petition  will  not  be  processed.
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In  the  form  provided,  click  on  the  "magnifying  glass"  in  the  "Original  Petition"  field  to  display  the  screen  for  selecting  the  desired  case.

To  initiate  a  Notification  Renewal  petition,  click  on  the  Notification  process  line  on  the  left  side  of  the  screen  and  then  click  the  “New  

Petition”  button:

Click  the  “Actions”  button  to  view  process  details.  The  system  will  open  a  screen  with  the  process  data.

The  system  will  open  the  form  to  initiate  the  new  petition  linked  to  the  Notification  process,  and  selection  of  the  petition's  Subject.

Option  2  –  Start  from  the  “Drafts”  tab:

In  the  "Drafts"  tab,  click  the  "New"  button  and  select  the  option  "Petition  linked  to  an  existing  process":

The  form  will  include  fields  containing  the  information  declared  in  the  previous  Notification/Renewal  of  Exclusive  Export  

Product  petition,  relating  to  Product  Characteristics  and  Presentations.
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REGISTRATION  OF  PROCESSED  TOBACCO
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To  begin  the  process  of  requesting  an  Annual  Registration  of  Processed  Tobacco,  you  must  access  the  drafts  tab  and  click  the  

"New"  button,  selecting  the  "Initial  Petition"  option .

After  selecting  the  Subject,  the  form  will  display  fields  containing  the  information  declared  in  the  previous  petition,  Notification/Renewal  

of  Exclusive  Export  Product,  relating  to  Product  Characteristics  and  Presentations.

Next,  click  on  the  "magnifying  glass"  in  the  "Subject"  field  to  bring  up  the  screen  for  selecting  the  petition's  subject.

The  fields  “Product  Name”  and  “Product”  are  not  editable,  as  they  cannot  be  changed.

The  Presentation  Registration  section  will  display  the  Presentations  that  have  been  previously  registered  in  the  Notification  and  

Notification  Renewal  petitions.  These  will  be  available  for  deletion  and  for  editing  companies  and  manufacturing  stages.  It  will  also  

be  possible  to  add  new  Presentations  to  the  petition.

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

For  cigars,  cigarillos,  filtered  cigarettes,  kretek  cigarettes,  and  unfiltered  cigarettes,  the  "Length"  and  "Circumference"  fields  

are  displayed  with  information  from  the  last  Notification/Renewal  of  Notification  petition.  These  fields  are  editable.

The  subject  can  be  searched  by  selecting  "Tobacco  Derivatives"  in  the  "Activity/Product  Type"  field,  or  by  selecting  the  corresponding  

service,  or  by  entering  the  name  or  number  of  the  desired  subject.

Click  the  button and  select  the  subject.

In  the  form  provided,  click  on  the  "magnifying  glass"  icon  in  the  "Subject"  field  to  bring  up  the  subject  selection  screen.
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It  will  be  mandatory  to  attach  this  document  to  the  respective  checklist  item  in  the  "Documentation"  section.

After  selecting  the  desired  subject,  the  fields  in  the  "General  Petition  Data"  section  will  be  automatically  completed,  and  up  to  3  blocks  

will  appear:  "Form  Templates,"  "Legal  Basis,"  and  "Documentation."

Click  on  the  "Processed  Tobacco"  form  template ,  fill  in  the  information  regarding  the  origin  of  the  types  of  tobacco  processed  in  the  

previous  year,  and  save  the  document.
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For  these  types  of  matters,  a  field  will  be  displayed  regarding  the  health  license  or  operating  permit  issued  by  

a  Health  Surveillance  agency.  This  document  is  mandatory,  and  is  only  exempt  from  presentation  for  

laboratories  that  are  part  of  the  Public  Administration  or  established  by  it.

To  submit  an  initial  application  for  authorization  or  accreditation,  start  a  new  petition  and  select  the  subject  

corresponding  to  the  desired  request.

Public  Health  Laboratory  Forms

Initial  Qualification  and  Initial  Accreditation

In  the  next  section,  information  regarding  proficiency  testing  will  be  required.  Completing  this  information  is  

mandatory  only  for  applications  involving  laboratory  accreditation.

Next,  the  information  block  relating  to  the  requested  scope  will  be  presented,  where  the  areas  of  expertise  

and  products  should  be  filled  in  as  desired.
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Initial  Accreditation

Finally,  the  evaluation  information  block  must  be  completed.  In  this  block,  the  fields  are  dynamic  according  to  

the  selected  answers.  For  example,  when  selecting  the  option  “no”  for  the  question  “Does  the  laboratory  meet  

all  the  evaluation  criteria  of  the  Good  Laboratory  Practices  Compliance  Assessment  Roadmap  (Appendix  to  

Annex  I)?”,  a  set  of  information  will  be  presented  to  indicate  which  categories  had  an  evaluation  criterion  that  

was  not  met  or  is  not  applicable.  When  a  category  is  selected,  the  criteria  will  be  displayed  afterwards.

The  following  section  contains  fields  related  to  accreditations.  This  field  is  optional.

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

manual,  until  the  protocol  is  completed  and  the  protocol  receipt  is  received.

The  application  form  for  designation  as  an  official  accrediting  laboratory  does  not  have  open  fields  for  

completion;  only  the  requested  attachments  need  to  be  included.  The  user  must  follow  the  rest  of  the  process,  

as  detailed  in  previous  sections  of  this  manual,  until  the  protocol  is  completed  and  proof  of  protocol  is  received.
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The  accreditation  cancellation  form  does  not  have  open  fields  for  completion;  only  the  requested  attachments  

need  to  be  included.  The  user  must  follow  the  rest  of  the  process,  as  detailed  in  previous  sections  of  this  

manual,  until  the  protocol  is  completed  and  proof  of  protocol  is  received.

Cancellation  of  Accreditation

Ministry  of  Health  or  equivalent  body  of  the  Union,  States,  Municipalities  and  the  Federal  District  legally  

established  and  responsible  for  carrying  out  fiscal,  control  and  guidance  analyses,  among  others,  on  food,  

medicines,  pharmaceutical  inputs,  personal  hygiene  products,  cosmetics,  perfumes,  health  products,  sanitizers  

and  other  products  subject  to  sanitary  surveillance;

The  request  for  designation  as  an  official  accrediting  laboratory  applies  only  to  laboratories  of

Renewal  of  Qualification,  Accreditation  and  Scope  Change

For  the  evaluation  information  section,  the  company  must  complete  the  form  again,  as  previously  instructed.

Next,  the  system  will  automatically  load  the  existing  information  for  the  Sanitary  License,  Requested  Scope,  

Proficiency  Testing,  and  Accreditations  blocks,  if  applicable.  The  company  can  then  make  any  necessary  

changes  to  the  information  presented.

To  submit  a  request  for  renewal  or  change  of  scope  of  qualification  in  Reblas  or  accreditation  of  an  analytical  

laboratory,  start  a  petition  linked  to  an  existing  process,  locate  the  desired  initial  process,  and  then  select  the  

petition  subject  of  interest.
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Important!  The  options  displayed  here  will  depend  on  the  specific  subject  matter  of  each  petition.  For  example,  if  a  subject  

allows  priority  selection  but  does  not  allow  the  option  for  rare  diseases,  that  option  will  be  displayed.

When  starting  drafts  of  matters  that  are  eligible  for  prioritization,  according  to  RDC  1001/2025  and  its  updates,  or  rare  

diseases,  as  defined  by  RDC  205/2017  and  its  updates,  The  user  will  be  asked  to  fill  in  the  "Prioritization  Information"  field:

MEDICINE  AND  BIOLOGICAL  PRODUCT  FORMS

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

The  “Ordinary”  option  indicates  that  the  petition  in  question  will  not  be  subject  to  prioritization  or  rare  disease  review,  and  will  

follow  the  same  path  as  a  regular  petition,  being  displayed  in  the  corresponding  queue  and  analyzed  according  to  the  area's  

standard  workflow.

The  “Priority”  option  indicates  that  the  company  is  requesting  classification  in  accordance  with  the  provisions  of  RDC  

1001/2025  and  its  updates.  Selecting  this  option  will  display  the  selectable  sections  according  to  the  category  of  the  selected  

subject  (registration,  post-registration,  clinical  research):

The  last  one  will  not  be  shown.

The  option  “Rare  Diseases”  indicates  that  the  company  is  requesting  classification  in  accordance  with  the  provisions  of  RDC  

205/2017  and  its  updates.  In  this  option,  there  are  no  specific  sections  to  be  selected.
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They  are  legitimate  and  have  been  verified  by  the  company  before  shipping:

icon

In  both  cases,  the  company  must  indicate  in  the  displayed  checkbox  that,  if  the  requested  classification  is  not  confirmed  

during  the  technical  analysis,  the  petition  will  be  rejected  in  accordance  with  applicable  laws.  Furthermore,  the  company  

must  attach  supporting  documentation  proving  the  selection  made  using  the  [method/tool  -  context  needed].

in  the  "Files"  line  of  this  section,  and  also  check  the  checkbox  declaring  that  the  information
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In  the  form  provided,  click  on  the  "magnifying  glass"  in  the  subject  field,  and  on  the  next  screen  enter  the  name  

or  code  of  the  desired  subject.

"Medical  Gases".
Functionality  available  only  for  processes  of  the  "Medicine"  type  and  for  the  regulatory  category.

To  initiate  a  request  for  notification  of  medical  gases,  you  must  access  the  drafts  tab  and  click  the  "New"  button,  

selecting  the  "Initial  Petition"  option:

IMPORTANT!  The  applicant  for  the  notification  must  have  active  Good  Manufacturing  Practices  (GMP)  or  

Good  Distribution  and  Storage  Practices  (GDSP)  certification  for  medicines  in  order  for  the  notification  to  be  

activated.  Otherwise,  an  alert  message  will  be  displayed:

By  selecting  the  appropriate  subject,  the  drug  notification  form  will  be  displayed  to  the  user,  where  the  information  

must  be  filled  in  to  characterize  the  product.
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Next,  the  "Presentation  Registration(s)"  section  must  be  completed:

The  first  block  of  information  relates  to  general  product  data,  with  all  fields  being  mandatory.

The  drug  name  is  a  free  text  field.  The  "category"  field  will  only  allow  the  selection  of  the  Medical  Gases  

option.  After  this  selection,  the  "Description"  field  will  display  the  options  for  medical  gases  or  cryogenic  liquids  

subject  to  regulation  through  notification;  to  include  a  new  description,  the  user  must  request  it  from  the  

responsible  area  via  a  specific  petition  in  the  Solicita  system  and  await  a  response  from  Anvisa  regarding  this  

request.  The  "Pharmaceutical  Form"  field  will  allow  the  selection  of  options  related  to  the  selected  description.  

The  "Production  Line"  field  is  read-only  and  will  be  automatically  filled  in  according  to  the  previous  selections.

Machine Translated by Google



Page  209/286

MNU  -  User  Manual

,  

about  the  product:

By  clicking  the  button A  modal  window  will  open  for  inserting  presentations.

The  "Presentation  Description"  field  is  free-text,  but  must  follow  the  Controlled  Vocabulary  of  Pharmaceutical  Forms,  Routes  of  

Administration  and  Packaging  of  Medicines.

The  Primary  Packaging  and  Secondary  Packaging  fields  will  display  the  available  options  for  the  user  to  select.  By  default,  the  second  

field  will  automatically  load  the  option  "PRODUCT  ONLY  CONTAINS  PRIMARY  PACKAGING,"  but  this  can  be  changed  by  the  user  

as  needed.
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IMPORTANT!  The  manufacturer  must  have  active  Good  Manufacturing  Practices  (GMP)  or  Good  Distribution  

and  Storage  Practices  (GDSP)  certification  for  the  medical  gas  line  for  the  notification  to  be  activated;  

otherwise,  an  alert  message  will  be  displayed.

The  information  in  the  Formula  block  will  be  pre-loaded  according  to  the  description  of  the  selected  product  

and,  therefore,  cannot  be  changed.

If  the  desired  option  is  not  displayed,  the  user  should  contact  the  responsible  department.  The  Expiry  Date  

field  should  be  filled  with  numbers  only,  and  the  Time  Unit  selected  in  the  following  field.  The  Volume/Quantity  

field  should  also  be  filled  with  numbers  only,  and  the  Unit  of  Measurement  selected  in  the  following  field.

In  the  next  section,  the  user  will  enter  information  about  national  and  international  manufacturers.  It  is  

mandatory  to  register  at  least  one  manufacturer,  whether  national  or  international.
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,  By  pressing  the  button A  modal  will  load  for  selecting  the  national  manufacturer  

to  be  added.  The  user  must  add  one  manufacturer  at  a  time  and,  in  the  case  of  multiple  manufacturers,  press  the  same  button  to  add  

the  others  sequentially.

MNU  -  User  Manual

Page  211/286

Machine Translated by Google



inserted.  By  clicking  the  button

A  modal  window  will  load  for  selecting  the  international  

manufacturer  to  be  added.  The  user  must  add  one  manufacturer  at  a  time  and,  in  the  case  of  multiple  manufacturers,  use  the  same  button  

to  add  the  others  sequentially.

You  can  search  for  the  manufacturer  using  their  CNPJ  (Brazilian  tax  ID)  or  company  name.

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

inserted.  By  clicking  the  button

,  

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

By  pressing  the  button

After  adding  the  manufacturer(s),  their  data  will  be  available  on  the  presentation  screen,  being

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.

It  is  possible  to  add  one  or  more  manufacturers.  Using  the  button It  is  possible  to  change  the  company  data.

The  inserted  manufacturer  can  be  deleted  using  the  button.
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After  the  first  presentation  is  added,  if  the  user  wishes  to  add  more  presentations,  subsequent  presentations  will  display  an  option  to  

copy  from  an  already  registered  one,  in  order  to  optimize  the  user's  data  entry  process.
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"Initial".

This  feature  is  only  available  for  processes  of  the  "Medicines"  type.

CLINICAL  RESEARCH  FORMS

To  initiate  a  request  related  to  a  Clinical  Drug  Development  Dossier

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

or  number  of  the  desired  subject.

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

(DDCM),  it  is  necessary  to  access  the  “Drafts”  tab  and  click  the  “New”  button,  selecting  the  “Petition”  option.
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The  "therapeutic  class  (product  category)"  field  is  intended  to  classify  the  product  according  to  the  Anatomical  

Therapeutic  Chemical  (ATC)  categories  available  in  the  dropdown  list.  Note  that  there  are  options  available  

when  the  product  is  innovative  and  does  not  yet  have  an  appropriate  category  registered,  such  as  "other"  and  

"all  other  therapeutic  products".  To  add  new  categories  to  the  dropdown  list,  please  contact  the  responsible  

area.

In  this  section,  the  company  must  indicate  whether  it  is  the  sponsor  of  the  DDCM  itself,  or  whether  it  is  a  

Clinical  Research  Organization  (CRO)  representing  the  sponsor.  For  pharmaceuticals,  the  applicant  should  

only  indicate  CRO  in  cases  where  the  sponsor  does  not  have  a  headquarters  or  branch  in  Brazil.  In  this  case,  

a  field  will  open  to  provide  the  corporate  name  of  the  foreign  sponsor:

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

Next,  the  "Experimental  Product  Data"  section  is  intended  to  describe  the  experimental  drug.

The  "drug  type"  field  presents  a  drop-down  menu  with  options  for  selection.  The  company  must  select  the  

appropriate  investigational  drug  type.

Machine Translated by Google



Page  216/286

MNU  -  User  Manual

If  the  "no"  option  is  selected,  the  system  will  display  open  text  fields  to  enter  the  product  code  (assigned  by  the  

manufacturer/sponsor)  and  the  active  ingredients:

By  selecting  “yes”  for  the  first  question,  a  field  will  open  to  enter  the  9-digit  product  registration  number,  and  the  

system  will  automatically  load  the  trade  name  and  list  of  active  ingredients  as  registered.

Next,  the  question  is  presented  as  to  whether  the  product  under  investigation  is  "complex"  in  terms  of  current  

legislation.  By  selecting  "yes,"  other  options  will  be  displayed  for  selection,  and  it  is  mandatory  to  select  at  least  

one  category  in  this  case:

Next,  the  fields  related  to  product  registration  in  Brazil  and  abroad  are  presented:
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Adding  to  the  table  can  be  done  using  the  button,  which  will  load  the  modal  below.  In  it,  the  business  name  is  

entered  in  the  text  field,  and  the  dropdown  menu  allows  multiple  selection  of  applicable  countries.

Important!  The  active  ingredient  field  does  not  accept  special  characters,  so  the  company  must  use  the  full  

text  and  normal  characters  to  describe  the  ingredients.  For  example,  99mTc  should  be  described  as  

technetium-99m;  and  ÿ-tocopherol  should  be  described  as  alpha-tocopherol.  For  combinations,  the  active  

ingredients  should  be  separated  by  a  semicolon  (;).

Next,  the  company  must  indicate  whether  the  product  is  registered  abroad.  Selecting  "yes"  will  display  a  table  

where  the  company  must  provide  the  trade  name  and  the  countries  where  the  product  is  registered  under  that  

name.

This  procedure  must  be  repeated  for  each  distinct  trade  name  the  product  may  have  abroad.
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To  enter  data  for  a  national  manufacturer,  click  the  button.

allows  the  deletion  of  that  line.The  action  button allows  editing,  while  the  button

to  display  the  selection  option  for  the  responsible  company.

The  "Manufacturers"  section  allows  the  inclusion  of  national  or  international  manufacturers,  with  at  least  one  

manufacturer  being  registered.  The  section  is  composed  of  two  modes:  one  for  entering  data  for  national  

manufacturers  and  another  for  entering  data  for  international  manufacturers.

MNU  -  User  Manual

Page  218/286

Machine Translated by Google



Page  219/286

MNU  -  User  Manual

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

To  select  the  company,  click  the  button. A  new  mode  of  transport  will  be  opened.
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allows  editing,  while  the  button

so  that  it  appears  in  the  list  of  manufacturers.

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

The  company  data  will  be  filled  in  the  previous  form.

Click  the  button

The  action  button

Important!  The  data  entered  here  is  retrieved  from  the  Federal  Revenue  Service  database.  To  include  a  national  

manufacturer,  the  CNPJ  (Brazilian  taxpayer  ID)  must  be  active  with  the  Revenue  Service,  otherwise  an  error  message  

will  be  displayed,  preventing  the  insertion  of  the  selected  company.

For  international  manufacturers,  the  shipping  method  will  be  charged  as  follows:

Allows  the  line  to  be  deleted.
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In  this  case,  the  company  manually  fills  in  the  international  manufacturer's  company  name  and  then  selects  

the  country  where  the  company  is  located.  Once  the  country  is  selected,  the  list  of  cities  will  be  loaded  for  

selection.
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allows  editing,  while  the  button

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

The  action  button

For  information  on  prioritizing  analysis,  see  the  appropriate  section  of  this  manual.

Allows  the  line  to  be  deleted.

This  feature  is  only  available  for  processes  of  the  "Medicines"  type.
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The  first  block  of  information  is  "DDCM  Data,"  where  the  company  must  provide  the  DDCM  process  number  to  which  the  DEEC  on  

screen  will  be  linked.

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

desired  subject.

To  initiate  a  request  for  a  Clinical  Trial  Specific  Dossier  (DEEC),  you  must  access  the  drafts  tab  and  click  the  "New"  button,  selecting  

the  "Initial  Petition"  option.

Important!  In  order  to  request  a  DEEC,  the  DDCM  to  which  it  will  be  linked  must  already  have  been  registered  with  Anvisa.

The  following  form  will  provide  information  that  must  be  completed  in  order  to  characterize  the  clinical  trial.
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By  entering  a  valid  DDCM  process  number,  the  rest  of  the  form  will  be  loaded  on  the  screen.

Since  the  company  requesting  the  DEEC  may  be  different  from  the  company  requesting  the  DDCM  (as  in  the  

case  of  a  CRO,  for  example),  the  "Experimental  Product  Data"  block  will  be  displayed  first,  exactly  as  it  was  

filled  in  by  the  company  requesting  the  DDCM.  Most  of  this  section  is  locked  for  editing  (read-only),  serving  

only  for  verification  by  the  company  requesting  the  DEEC;  the  only  editable  fields  are  "Therapeutic  Class  

(Product  Category)"  and  "Is  the  Product  Registered  Abroad?",  where  the  company  requesting  the  DEEC  must  

update  the  information  as  applicable.
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Next,  the  "Clinical  Trial  Data"  section  will  be  displayed,  where  the  company  must  describe  the  clinical  trial.
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Protocol”,  “Clinical  Protocol  Number/Code”,  “Clinical  Protocol  Version”,  “Version  Date

,  

If  the  “International  Cooperation”  option  is  selected,  an  additional  section  will  be  displayed  where  the  company  

must  provide  a  list  of  the  countries  where  the  clinical  trial  is  planned  to  be  conducted:

In  this  section,  the  company  must  indicate  whether  it  is  a  strictly  national  study  (i.e.,  conducted  ONLY  in  Brazil),  or  

whether  it  is  a  study  with  international  cooperation  (i.e.,  conducted  in  Brazil  and  other  countries).

By  pressing  the  button

To  delete  a  row,  use  the  button.

The  following  sections  are  intended  for  identifying  the  clinical  protocol  and  include  the  fields  “Title  of

An  editable  line  will  be  provided  for  selecting  the  country  from  a  drop-down  

list,  followed  by  the  answer  as  to  whether  or  not  the  study  has  already  begun  in  that  country.  This  procedure  should  

be  repeated  for  all  countries  where  the  study  is  planned  to  be  conducted.

Clinical  Protocol:
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Next,  the  company  must  answer  whether  there  was  a  prior  meeting  with  Anvisa  regarding  the  trial  in  question.  

If  the  option  “Yes”  is  selected,  the  company  must  attach  the  meeting  minutes  to  the  respective  checklist  item  

at  the  end  of  the  form,  and  fill  in  the  dates  and  hearing  numbers  in  the  fields  that  will  be  displayed:

The  field  “Trial  Registration  in  Database”  is  intended  for  providing  information  on  the  registration  of  the  clinical  

protocol  in  international  public  databases,  such  as  CTIS,  ClinicalTrials.gov,  and  ICTRP.  In  this  field,  include  

the  registration  number  and  the  respective  database.

In  the  clinical  protocol  version,  include  the  version  number  and  the  respective  date.  Example:  Version  2.1  of  

March  30,  2025.

If  this  information  is  not  available  at  the  time  of  the  request,  the  company  can  check  the  "Will  be  displayed  

later"  checkbox.
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If  another  therapy  is  planned  along  with  the  placebo,  select  the  "placebo"  option.

The  "Clinical  Trial  Characteristics"  information  block  will  be  filled  with  information  to  characterize  the  trial.

The  first  question  to  be  answered  is  “Does  it  have  a  comparator?”.  If  the  answer  is  “Yes”,  a  multi-select  drop-

down  menu  will  be  displayed  to  select  the  types  of  comparators  to  be  used:  active  comparator,  placebo,  

placebo-only  use,  and/or  other.  This  last  option  opens  a  free  text  field  for  detailing  the  comparator.  The  

“placebo-only  use”  option  should  only  be  selected  if  there  is  no  other  therapy  being  administered  concomitantly  

(Example:  baseline  therapy).

The  "Clinical  trial  phase"  field  should  be  selected  according  to  the  trial  phase.
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If  the  predefined  options  are  not  sufficient,  the  company  should  select  the  "Other"  option,  which  enables  a  

text  field  for  entering  the  information:

The  "Clinical  trial  populations"  field  allows  for  multiple  selections  and  should  be  filled  in  according  to  the  

characteristics  of  the  population  to  be  studied  in  the  trial.
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which  will  open  the  followingTo  add  a  record,  the  company  must  click  the  button.

In  the  following  section,  the  company  must  specify  which  diseases/conditions  are  under  investigation,  the  clinical  indication  to  be  

researched,  and  the  treatments  or  therapies  already  available.

capital:

Diseases  (ICD).  Using  the  disease  

description  button:

The  search  can  be  done  using  the  ICD  code  or  part  of  it.

The  disease  or  condition  under  investigation  must  be  identified  according  to  its  International  Classification  of  Diseases.

,  
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to  select  it.Once  the  desired  issue  has  been  found,  click  the  button.

The  clinical  indication  to  be  researched  is  a  text  field  for  providing  information,  and  the  "treatment  or  therapy  

already  available"  is  a  "yes"/"no"  selection  –  this  information  should  be  described  in  the  protocol  or  other  documents.
DEEC  documents..
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,  The  record  will  be  included  in  the  listing.  The  procedure  must  be  repeated  for...By  clicking  on

all  diseases/conditions  applicable  to  the  trial.

The  action  button allows  the  deletion  of  that  line.allows  editing,  while  the  button

The  next  section  is  “Clinical  Trial  Risk  Category”.  This  field  offers  three  higher  risk  levels:  “Low  risk”,  “moderate  

risk”,  and  “high  risk”.  For  each  selected  item,  the  company  must  also  indicate  the  applicable  subcategories.  Finally,  

for  the  “low  risk”  subcategory  and  the  first  “moderate  risk”  category,  the  company  must  also  indicate  whether  it  

wishes  to  request  the  application  of  the  optimized  analysis  procedure  in  accordance  with  applicable  legislation.

The  following  question  is  intended  to  determine  whether  the  test  is  complex  according  to  applicable  legislation.  If  

the  answer  is  "Yes,"  multiple-choice  options  will  be  displayed  for  the  company  to  select  all  applicable  options:
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A  modal  window  will  be  displayed  for  filling  in  the  information:

The  next  section  is  “Information  about  the  Clinical  Trial  Center(s)”.

By  clicking  on ,  
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For  information:

The  company  name,  trade  name,  state,  and  city  information  will  be  automatically  retrieved  from  the  Ministry  of  

Health's  database  when  the  National  Health  Establishment  Registry  (CNES)  number  is  provided.
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The  "Activity(ies)  delegated  to  ORPC(s)"  section  is  intended  for  information  on  activities  delegated  to  other  ORPCs,  

such  as  import  and  export  activities,  among  others.  The  information  entered  in  this  field  will  be  reflected  in  the  

Import  Document  issued  to  the  DDCM.

The  "Researcher  Email"  field  requires  an  email  address  in  a  valid  format,  and  the  "Number  of  Participants"  field  

only  accepts  numbers.

The  "CPF"  field  is  a  numeric  field  and  will  validate  the  CPF  number  provided  with  the  Federal  Revenue  Service,  so  

only  valid  CPF  numbers  can  be  entered.

This  form  must  be  completed  repeatedly  for  all  research  centers  planned  for  the  trial.

allows  editing,  while  the  button allows  the  deletion  of  that  line.The  action  button
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This  form  must  be  completed  repeatedly  for  all  ORPCs  that  have  delegated  activities.

By  answering  “yes”,  the  button  will  become  accessible  to  enter  the  specific  information  for  each  delegated  ORPC.  

In  the  modal  that  will  open,  the  company  must  provide  the  ORPC's  CNPJ  (Brazilian  tax  ID),  which  will  automatically  

load  the  “Company  Name”  and  “Trade  Name”  information  according  to  the  Federal  Revenue  Service  database,  and  

will  make  the  “Activities  delegated  to  ORPC”  field  available  as  free  text  for  a  detailed  description  of  the  activities.

The  action  button allows  the  deletion  of  that  line.allows  editing,  while  the  button
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For  displaying  the  modal  for  completion:

If  “Yes”  is  selected  for  the  question  “Are  there  products  to  be  imported/exported?”,  the

The  last  section  of  the  form  relates  to  "Information  about  the  product(s)  to  be  imported/exported".

The  company  must  activate  the  button.
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The  "Product  Type"  is  a  drop-down  menu  with  the  options:  medical  devices,  medication,  and  supplies.

The  option  “medicine”  should  be  selected  to  describe  all  medicines  to  be  imported,  such  as  experimental  

medicines,  comparators,  rescue  medicines,  concomitant  therapies,  etc.  The  option  “medical  device”  should  

be  selected  when  the  product  fits  the  definition  of  a  device  according  to  specific  regulations.  The  option  

“supplies”  should  be  used  when  the  product  does  not  fit  into  the  other  options,  such  as  laboratory  kits,  

electrocardiograms,  refrigerators,  needles,  tablets  and  cell  phones,  infusion  pumps,  etc.  The  fields  “product  

description”,  “storage  conditions”  and  “expiration  date”  are  free  text  fields.  For  medicines,  in  “product  

description”  include  the  name  of  the  medicine  and  its  respective  presentation  (Example:  ABC/placebo  100  mg/

mL  injectable  solution  in  glass  vial,  4  per  box).  The  fields  “form”
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allows  editing,  while  the  buttonThe  action  button

The  fields  “pharmaceutical”  and  “route  of  administration”  are  drop-down  menus  for  selection,  and  are  only  mandatory  

when  the  selected  product  type  is  “medication”.  The  “Controlled  Medication”  field  is  a  simple  “yes” /  “no”  selection,  

according  to  current  legislation.

This  form  must  be  filled  out  repeatedly  for  all  products  to  be  imported/exported.

allows  the  deletion  of  that  line.
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4  –  Vessel  Name  -  Name  that  identifies  the  vessel

1  –  Net  Tonnage  –  Field  to  indicate  the  vessel's  class.

(CLP)  and  Vessel  Health  Certificates  (CSE)

FORMS  FOR  PORTS,  AIRPORTS  AND  CUSTOMS  AREAS

The  petitioning  process  has  been  adapted  to  allow  for  requests  for  Certificates  of  Free  Practice.

2  –  Ship's  Flag  –  Name  of  the  country  of  origin  of  the  vessel

3  -  Vessel  Number  -  Vessel  identification  number

Four  fields  were  included  for  these  requests:

To  submit,  you  must  provide  the  "Request  Location"  information.

To  select  a  location,  click  the  magnifying  glass  in  the  upper  right  corner  of  the  field.  A  modal  window  will  appear  

where  you  can  search  for  request  locations  by  state  (UF)  or  by  location  description.
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The  results  will  show  all  results  that  match  the  information  entered  in  the  filters.  In  addition  to  the  information  

regarding  the  state  and  the  description  of  the  request  location,  the  results  will  show  the  "Service  Location"  

information,  which  corresponds  to  the  Anvisa  organizational  unit  that  will  be  responsible  for  analyzing  the  

request.

Select  the  desired  state  or  location  description  and  click  search.

In  general  terms,  the  Request  Location  corresponds  to  the  location  where  the  documentation  was  routinely  

delivered  in  paper  form,  while  the  Service  Location  indicates  the  Anvisa  unit  that  will  handle  the  request.  The  

Service  Location  will  also  be  the  unit  displayed  as  "Located  at"  both  in  the  Processes  tab  and  on  the  Anvisa  

Consultation  Portal  (http://consultas.anvisa.gov.br).
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To  select  a  location,  click  the  magnifying  glass  in  the  upper  right  corner  of  the  field.  A  modal  window  will  appear  where  you  can  search  

for  request  locations  by  state  (UF)  or  by  location  description.

In  order  to  ensure  the  correct  routing  of  requests  for  evaluation  by  Anvisa  units,  in  some  cases  the  applicant  may  be  required  to  include  

the  location  of  the  request.  In  these  specific  situations,  the  "Request  Location"  field  will  be  available.

Select  the  desired  state  or  location  description  and  click  search.

In  general  terms,  the  Request  Location  corresponds  to  the  location  where  the  documentation  was  routinely  delivered  in  paper  form,  while  

the  Service  Location  indicates  the  Anvisa  unit  that  will  handle  the  process.

The  results  will  show  all  results  that  match  the  information  entered  in  the  filters.  In  addition  to  the  information  regarding  the  state  and  the  

description  of  the  request  location,  the  results  will  show  the  "Service  Location"  information,  which  corresponds  to  the  Anvisa  organizational  

unit  that  will  be  responsible  for  analyzing  the  request.  It  should  be  noted  that  the  list  of  destination  locations  may  vary  depending  on  the  

selected  subject  code.
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Meeting  the  demand.  The  Service  Location  will  also  be  the  unit  that  will  be  displayed  as  "Located  at"  both  in  the  

Processes  tab  and  on  the  Anvisa  Consultation  Portal  (http://consultas.anvisa.gov.br).
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If  the  option  is  for  a  petition  linked  to  an  initial  LPCO  petition,  the  form  will  display  the  LPCO  information  for  

viewing  purposes  only.

(LPCO),  an  information  block  called  “Petitions  linked  to  the  Single  Portal  of

To  submit  an  export  request  for  Licenses,  Permits,  Certificates,  and  Other  Documents

"Foreign  Trade,"  where  the  company  must  provide  the  LPCO  number  and  indicate  whether  the  holder  of  the  

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

For  all  requests  of  this  type,  it  is  necessary  to  apply  for  an  Import  License  in  Siscomex  and  an  LPCO  (License  

for  Import  and  Control)  in  the  Single  Window  for  Foreign  Trade.  For  more  details,  consult  the  LI  Web  Guide,  

available  at  http://siscomex.gov.br/wp-content/uploads/2019/09/CARTILHA-LI-WEB.pdf.  and  the  Manual  for  

completing  the  TA/LPCO  module,  importer  view,  available  at  http://siscomex.gov.br/wp-content/uploads/

2021/02/Manual-de-Preenchimento-LPCO-Importador.pdf .
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ANVISA.

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

For  these  requests,  the  following  fields  must  be  completed:

The  petitioning  process  for  matters  related  to  import/export  (PAF)  has  been  adapted  in  Solicita  to  encompass  the  situation  of  Express  

Shipment  by  an  individual  and  Express  Shipment  by  a  legal  entity.

1  –  “Knowledge  Number”

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

subsequent  to  the  initial  filing.  In  this  case,  to  insert  this  data,  the  subject  90172  -  Ports,  Airports  and  Borders  -  Amendment  -  Express  

Shipment  should  be  used  as  a  petition  linked  to  the  initial  Express  Shipment  petition.  When  accessing  the  petitioning  form,  the  field  for  

the  waybill  number  will  be  mandatory.  After  the  petitioning  protocol  is  completed,  the  document  status  of  the  Express  Shipment  petition  

will  be  updated  and  available  for  review.

Field  for  entering  the  bill  of  lading/cargo  number.

2  –  “Are  you  performing  the  protocol  for  a  third  party?”

If  the  "No"  option  is  selected,  the  fee  to  be  collected  will  take  into  account  the  applicant's  CNPJ  (Brazilian  tax  ID)  data.

If  the  "Yes"  option  is  selected,  the  field  for  entering  the  third  party's  CNPJ  will  be  made  available.

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

field  is  only  available  when  the  beneficiary  is  a  legal  entity.
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In  these  cases,  the  CPF  (Brazilian  taxpayer  ID)  will  be  validated  against  the  Federal  Revenue  Service  database.

It  is  important  to  note  that,  for  the  third  party's  CNPJ  to  be  included,  it  is  necessary  that  they  are  registered  in  ANVISA's  petitioning  

system.  Without  this  prior  step,  it  will  not  be  possible  to  continue  the  process,  as  the  fee  will  not  be  updated  and  the  payment  slip  or  

payment  via  PagTesouro  will  not  be  issued.

After  entering  the  CNPJ  number,  the  fields  related  to  the  company  name,  taxable  event,  and  company  size  will  be  filled  in  by  the  

system,  and  the  fee  amount  will  be  updated  according  to  the  size  of  the  beneficiary  company.

3  –  Beneficiary's  CPF  (Brazilian  Individual  Taxpayer  Registry)  number

4  –  Imported  quantity

In  the  "Quantity  Imported"  field,  you  should  enter  the  number  of  units  to  be  imported.

To  complete  the  process  on  behalf  of  an  individual  beneficiary,  the  field  for  entering  the  CPF  (Brazilian  taxpayer  ID)  will  be  displayed.
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This  field,  containing  17  characters,  is  for  entering  the  import  authorization  number  granted  through  the  service  

"Request  authorization  to  import  Cannabis-derived  products".

If  the  quantity  entered  is  incompatible  with  the  desired  number  of  units,  the  user  should  search  for  a  suitable  topic  

for  the  desired  quantity.

The  field  can  be  filled  with  up  to  3  digits,  and  for  subjects  that  have  a  minimum  and  maximum  number  of  units,  

the  system  validates  the  quantity  entered.

To  arrange  express  shipping  of  cannabis-derived  products,  the  user  must  fill  in  the  following  fields:

The  system  will  perform  the  validation  against  the  information  present  in  the  system  used  to  request  authorization  

to  import  Cannabis-derived  products.  For  the  authorization  numbers  entered  that  are  valid  in  the  Anvisa  system,  

the  patient's  CPF  field  will  be  enabled  for  completion.  The  data  relating  to  the  authorizations,  for  this  validation,  

are  updated  daily  at  00:00.

5  -  Import  Authorization  Number
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8  –  Total  quantity  imported

The  system  will  validate  the  information  against  the  data  in  the  system  used  to  request  authorization  to  import  cannabis-

derived  products.  If  the  entered  CPF  (Brazilian  taxpayer  ID)  matches  the  authorization  number  provided,  the  "Commercial  

Name  of  the  Imported  Product"  field  will  be  enabled,  displaying  the  selection  of  items  from  the  import  request  among  

the  products  listed  in  the  authorization  granted  by  Anvisa  (Brazilian  Health  Regulatory  Agency).

9  -  Recipient's  Address

If  the  Authorization  is  issued  with  the  same  problem,  the  user  should  send  an  email  to  

med.controlados@anvisa.gov.br.  Please  provide  a  screenshot  and  the  protocol  number.  This  will  allow  the  

responsible  department  to  analyze  the  new  request  and  forward  the  issue  to  technical  support.

7  -  Trade  Name  of  the  Imported  Product

In  the  "confirm  data"  step,  take  a  screenshot  showing  the  selected  product;

Report  the  total  quantity  of  units  imported.  For  invoices  with  more  than  one  product,  report  the  total  quantity  imported.  

Example:  Invoice  with  10  units  of  product  A  and  5  units  of  product  B,  fill  in  with  the  number  15.

Start  a  new  request  through  the  portal;

4.  

1.  

11  –  Exporting  Country

The  system  will  validate  the  information  against  the  data  in  the  system  used  to  request  authorization  to  import  cannabis-

derived  products.  If  the  entered  CPF  (Brazilian  taxpayer  ID)  matches  the  one  requested  for  the  authorization  number,  

the  "Commercial  Name  of  the  Imported  Product"  field  will  be  enabled.  If  the  CPF  number  does  not  match  the  one  linked  

to  the  Import  Authorization,  is  incorrect,  or  is  nonexistent,  the  system  will  display  an  error  message.

6  -  Patient's  CPF  (Brazilian  Taxpayer  Identification  Number)

An  11-digit  number  that  will  be  validated  against  the  Federal  Revenue  Service  database.

Dropdown  field  for  choosing  the  name  of  the  product  to  be  imported.

Important!  If  the  authorization  was  issued  without  associated  products,  it  will  not  be  possible  to  continue  the  flow  in  

Solicita.  In  these  cases,  the  user  must:

10  –  Exporter's  Name

Choose  the  product,  fill  in  the  required  information,  and  complete  the  request.

2.  

3.  

A  field  with  100  characters  for  entering  the  recipient's  address.

A  field  with  100  characters  for  entering  the  name  of  the  exporter  who  will  import  the  product.
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Field  to  select  the  country  from  which  the  product  will  be  shipped.

It  is  possible  to  check  the  status  of  express  shipping  requests  by  providing  the  bill  of  lading  number.  Access  is  

available  at  https://consultas.anvisa.gov.br/#/,  Select  “Document  Status”,  then  “Technical”.  The  filter  allows  you  to  

search  for  the  exact  document  number  or  part  of  it.
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For  this  type  of  matter,  an  information  block  called  "Petitioning  linked  to  the  Single  Window  for  Foreign  Trade"  

will  be  displayed,  where  the  company  must  provide  the  LPCO  number,  the  related  LI  number,  and  whether  

the  holder  of  the  product's  registration  with  Anvisa  is  the  applicant  or  a  third  party.

Initial  Petition

To  submit  an  import  request  using  Licenses,  Permits,  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  

request.  For  the  filing  of  replacement  LIs,  start  a  petition  linked  to  an  existing  process  and  select  the  subject  

corresponding  to  the  desired  request.

For  all  requests  of  this  type,  it  is  necessary  to  apply  for  an  Import  License  in  Siscomex  and  an  LPCO  (License  

for  Import  and  Control)  in  the  Single  Window  for  Foreign  Trade.  For  more  details,  consult  the  LI  Web  Guide,  

available  at  http://siscomex.gov.br/wp-content/uploads/2019/09/CARTILHA-LI-WEB.pdf.  and  the  Manual  for  

completing  the  TA/LPCO  module,  importer  view,  available  at  http://siscomex.gov.br/wp-content/uploads/

2021/02/Manual-de-Preenchimento-LPCO-Importador.pdf .

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

manual,  until  the  protocol  is  completed  and  the  protocol  receipt  is  received.

Linked  Petition

If  the  option  is  for  a  petition  linked  to  an  initial  LPCO  petition  with  LI,  the  form  will  display  the  LPCO  information  

for  viewing  only,  but  will  allow  editing  of  the  field  relating  to  the  LI  number  when  the  subject  matter  is  a  petition  

for  a  substitute  LI.

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

manual,  until  the  protocol  is  completed  and  the  protocol  receipt  is  received.
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Select  the  desired  state  or  location  description  and  click  search.

In  order  to  ensure  the  correct  routing  of  requests  for  evaluation  by  Anvisa  units,  in  some  cases  the  applicant  may  be  required  to  include  

the  location  of  the  request.  In  these  specific  situations,  the  "Request  Location"  field  will  be  available.

To  select  a  location,  click  the  magnifying  glass  in  the  upper  right  corner  of  the  field.  A  modal  window  will  appear  where  you  can  search  

for  request  locations  by  state  (UF)  or  by  location  description.

The  results  will  show  all  results  that  match  the  information  entered  in  the  filters.  In  addition  to  the  information  regarding  the  state  and  the  

description  of  the  request  location,  the  results  will  show  the  "Service  Location"  information,  which  corresponds  to  the  Anvisa  organizational  

unit  that  will  be  responsible  for  analyzing  the  request.  It  should  be  noted  that  the  list  of  destination  locations  may  vary  depending  on  the  

selected  subject  code.
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In  general  terms,  the  Request  Location  corresponds  to  the  location  where  the  documentation  was  routinely  delivered  

in  paper  form,  while  the  Service  Location  indicates  the  Anvisa  unit  that  will  handle  the  request.  The  Service  Location  

will  also  be  the  unit  displayed  as  "Located  at"  both  in  the  Processes  tab  and  on  the  Anvisa  Consultation  Portal  

(http://consultas.anvisa.gov.br).

SEMI-ANNUAL  PLATFORM  INSPECTION
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In  the  form  provided,  click  on  the  "magnifying  glass"  in  the  subject  field,  and  on  the  next  screen  enter  the  name  

or  number  of  the  desired  subject.

This  functionality  is  only  available  for  processes  classified  as  "Health  Products  (Related  Products)"  or  "  In  

Vitro  Diagnostic  Products ,"  also  defined  as  "Medical  Devices"  or  "  In  Vitro  Diagnostic  Medical  Devices ."

MEDICAL  DEVICE  FORMS

To  initiate  a  request  for  registration  or  notification  of  medical  devices,  you  must  access  the  drafts  tab  and  

click  the  "New"  button,  selecting  the  "Initial  Petition"  option.

When  dealing  with  product  notification  matters,  the  user  can  choose  whether  it  refers  to  a  single  product  or  a  

family/system/set  of  products.

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

If  a  "single  product"  material,  equipment,  or  IVD  subject  is  selected,  the  field  below  should  be  filled  with  the  

product's  trade  name.
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"Products"  or  "IVD  Product  Family".

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.

If  a  "family/system/assembly"  material,  equipment,  or  IVD  subject  is  selected,  the  field  below  should  be  filled  with  the  product  family  

name.

Depending  on  the  type  of  product  selected,  the  next  section  will  be  called  “Single  Product”  or  “Family  of

it  will  be  openedIn  both  cases,  the  structure  presented  will  be  the  same.  Clicking  the  button  will  bring  up  a  

modal  for  inserting  product  presentations  or  templates.

When  dealing  with  a  "single  product"  or  "product  family,"  the  following  option  will  be  available:

When  dealing  with  an  "IVD  product  family,"  the  following  option  will  be  available:
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In  order  to  ensure  that  no  errors  occur  during  the  upload  process,  a  spreadsheet  template  will  be  available  in  the  “Form  Templates”  

section.  There  will  be  one  standardized  spreadsheet  for  inserting  the  “List  of  Presentations  or  Templates”  and  another  for  the  “List  of  

Family  Components  (IVD)”.

Since  it  may  be  necessary  to  include  multiple  presentations  or  templates,  the  option  to  include  them  by  uploading  an  Excel  spreadsheet  

has  been  made  available.

By  clicking  on

Each  time  the  presentation  or  template  is  added,  it  will  appear  in  a  list:

It  will  be  possible  to  edit  the  registered  presentation  or  template.

This  process  deletes  all  registered  presentations  or  templates.The  button

By  clicking  on  it,  you  will  be  able  to  delete  the  registered  presentation  or  template.
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By  clicking  on  the  icon

to  access  a  modal  to  select  the  name

The  next  section  concerns  the  product's  "nomenclature"  and  "risk  classification".

We  request  that  you  always  use  this  provided  template,  otherwise  errors  may  occur  in  the  process  of  filling  out  

the  registration  or  notification  request  forms.

Initially,  the  user  must  click  on  the  icon.

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

Clicking  on  search  will  provide  a  list  of  technical  names  related  to  the  product  type  of  the  selected  subject  code  

and  the  associated  risk  class  (if  any):

Product  technician.

The  chosen  technical  name  will  be  selected:
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After  filling  in  this  information,  it  is  necessary  to  identify  if  there  are  presentations  or  templates  that

If  the  desired  risk  classification  rule  is  not  available,  the  user  should  contact  the  area  responsible  for  product  registration  or  notification.

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:

In  any  context,  the  user  must  fill  out  the  menu:

They  will  be  sold  sterile.

If  one  or  more  models  are  sold  as  sterile,  a  button  will  be  provided  to  indicate  

the  sterilization  method(s)  used.
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If  the  desired  sterilization  method  is  not  available,  the  user  should  contact  the  area  responsible  for  product  

registration  or  notification.

It  will  be  possible  to  edit  the  registered  sterilization  method.

A  modal  will  be  enabled  for  insertion  andBy  clicking  the  button

information:

By  clicking  on

By  clicking  on  it,  you  will  be  able  to  delete  the  registered  sterilization  method.

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

Answer  the  question  "Does  the  medical  device  use  artificial  intelligence  (AI)  to  achieve  its  medical  purpose  or  

to  assist  it  in  achieving  that  purpose?"  using  the  radio  button.

The  next  section  concerns  the  product's  expiration  date.

If  the  checkbox  for  "Indefinite  Expiration  Date /  Not  applicable  (equipment  and  instruments)"  is  checked,  the  

expiration  date  field  will  not  be  necessary.

The  next  section  concerns  data  related  to  Artificial  Intelligence.
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it  must  be

The  field

Pre-filled  with  numbers  only,  with  the  time  unit  being  filled  in  via  the  dropdown  menu.

The  next  section  concerns  identifying  whether  it  is  a  nanomaterial  or  not:

The  next  section  requests  information  regarding  the  need  for  approval  by  ANATEL:

Next,  it  must  be  indicated  whether  it  is  implantable  or  not:
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If  the  "Expiration  Date"  option  is  selected,  the  "Expiration  Date"  field  will  be  enabled  for  completion.

After  filling  in  this  information,  it  is  necessary  to  provide  the  data  regarding  the  expiration  date  of  the  Inmetro  certificate.

If  the  selected  topic  is  an  IVD  (Initial  Diagnostic  and  Propagation  System),  the  sections  relating  to  Methodology  and  Biological  

Samples  and  Storage  Conditions  will  be  available.

The  section  concerning  methodology  and  biological  samples  is  presented  as  follows:
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With  each  addition,  the  biological  sample  will  be  displayed  in  a  list:

Select  the  methodology  used  and  then  click  to  include  one  or  more  biological  samples  used  for  that  specific  methodology.  The  modal  

will  display  a  group  of  predefined  biological  samples.

By  clicking  on  the  dropdown

the  user  should

By  clicking  on

By  clicking  on  it,  you  will  be  able  to  delete  the  registered  sample.

It  will  be  possible  to  edit  the  registered  sample.
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If  the  desired  storage  conditions  are  not  available,  the  user  should  contact  the  department  responsible  for  product  registration  or  

notification.

storage.

The  section  regarding  storage  conditions  is  presented  as  follows:

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

By  clicking  on A  modal  will  be  made  available  for  choosing  the  condition  of

Clicking  on The  storage  condition  will  be  displayed  in  a  list:

It  will  be  possible  to  edit  the  registered  storage  condition.

By  clicking  on  it,  you  will  be  able  to  delete  the  registered  storage  condition.

By  clicking  on
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A  new  feature  where  it  will  be  possible  to  search  for  the  manufacturer  by  CNPJ  (Brazilian  company  tax  ID),  company  name,  or  number.

and  it  will  be

Finally,  a  field  will  be  provided  for  entering  the  product  manufacturer(s)  data:

To  add  the  national  manufacturer,  click  the  button;  a  modal  will  

appear  for  including  the  manufacturer's  information.

operating  permit.

It  must  be  indicated  whether  the  manufacturer  is  a  "Manufacturing  Unit"  and/or  "Legal  Manufacturer"  by  clicking  on  the  icon.
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A  new  modal  where  it  will  be  possible  to  search  for  the  manufacturer  by  unique  code,  company  name,  or  name.

and  it  will  beTo  add  the  international  manufacturer,  click  the  button;  a  modal  will  

appear  for  including  the  manufacturer's  information.

It  must  be  indicated  whether  the  manufacturer  is  a  "Manufacturing  Unit"  and/or  "Legal  Manufacturer"  by  clicking  on  the  icon.

,  

of  the  country.

It  is  mandatory  to  register  at  least  one  "Manufacturing  Unit"  and  at  least  one  "Legal  Manufacturer".

After  adding  the  manufacturer,  their  data  will  be  displayed  on  the  main  screen,  allowing  you  to  add  one  or  more  manufacturers.
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Requests  for  the  creation  and  deactivation  of  Unique  Codes  for  international  manufacturers  and  

manufacturing  units  (exclusively  for  Medical  Devices  and  IVDs  of  Risk  Classes  I  and  II)  must  be  made  

electronically  through  the  Solicita  system  on  the  Anvisa  Portal,  via  primary  petition  under  subject  80326.  

To  see  the  complete  step-by-step  instructions,  the  list  of  required  documents,  and  the  analysis  deadlines,  

please  access  the  service  page  on  the  Gov.Br  portal,  available  at  this  link.

Delete  the  inserted  manufacturer.

Using  the  button It  is  possible  to  change  the  data  of  the  company  entered,  and  by  using  the  button  it  is  possible  to...
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If  the  desired  formulation  type  is  not  available,  please  contact  the  team  at  the  responsible  organizational  unit.

For  applications  for  registration  or  notification  of  domestic  products,  the  applicant  company  must  have  an  AFE  (Authorization  for  Operation)  

to  manufacture  sanitizing  products.

This  feature  is  only  available  for  "Sanitizing"  type  processes.

SANITIZING  PRODUCTS  FORMS

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

button,  selecting  the  "Initial  Petition"  option.

For  registration  or  notification  requests  for  international  products,  the  applicant  company  must  have  an  AFE  (Authorization  

for  Operation)  to  import  sanitizing  products.

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

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

of  the  desired  subject.

Depending  on  the  selected  category,  the  Sales/Employment  field  will  be  automatically  filled  in.

The  fields  “Alkalinity  (Free  Expressed  as  Na2O)”,  “Pests  and  Vectors”,  “Skin  Irritation”,  “Eye  Irritation”,  and  “Skin  

Sensitization”  will  be  displayed  depending  on  the  selected  product  category.

The  information  blocks  “Physico-Chemical  Characteristics”  and  “Toxicological  Characteristics”  are  mandatory.
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The  screen  will  display  the  CNPJ  field.

,  

Next,  a  field  will  be  provided  for  entering  the  product  manufacturer(s)  data.  The  requesting  company  must  have  an  

AFE  (Authorization  for  Operation)  for  sanitizing  products  with  the  activity  of  importing  in  order  for  the  

registration  of  international  manufacturers  to  be  available.  At  least  one  of  the  national  manufacturers  must  have  

an  AFE  for  sanitizing  products  with  the  activity  of  manufacturing.

To  add  the  manufacturer,  click  the  button,  at  which  point  a  new  screen  will  appear  for  entering  the  manufacturer's  unique  

code.  Once  the  code  is  entered,  the  other  fields  will  be  automatically  filled  in.  If  the  desired  company  is  not  registered,  

please  contact  the  team  at  the  responsible  organizational  unit.

button

If  the  product  is  made  in  Brazil,  the  process  for  adding  manufacturers  is  the  same;  however,  when  clicking  on...
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Manufacturer  inserted.

Insert  one  or  more  manufacturers.

After  adding  the  manufacturer,  their  data  will  be  available  on  the  main  screen,  making  it  possible  to...

Using  the  button It  is  possible  to  change  the  entered  company,  and  by  using  the  button  it  is  possible  to  delete  it.

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

For  categories  that  do  not  include  versioning,  the  product's  technical  data  is  presented  directly  in  the  form.

To  register  the  version,  click  the  button.

After  entering  the  desired  version  name,  you  will  need  to  fill  in  the  data  for  the  measure  type,  formula,  and  presentations:

.  

A  new  screen  will  be  available.

MNU  -  User  Manual

Page  268/286

Machine Translated by Google



A  new  screen  will  be  available.

The  formula  registration  is  done  substance  by  substance,  and  to  do  so,  click  the  button. .  
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Using  the  button

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

Click  on  the  magnifying  glass  and  select  the  substance  by  entering  the  "substance  name"  or  the  "inscription  (reference)".  In  both  

cases,  the  search  allows  for  exact  or  partial  searches,  and  the  inscription  should  be  filled  in  with  only  the  numbers  and  without  the  

dashes.

After  selecting  the  substance,  enter  the  quantity  of  the  substance  according  to  the  selected  measurement  type  and  indicate  its  function  

in  that  product.  If  the  desired  function  is  not  registered,  please  contact  the  team  of  the  responsible  organizational  unit.  Certain  

substances  have  maximum  limits  when  used  as  preservatives,  according  to  Collegiate  Board  Resolution  –  RDC  No.  30,  of  July  4,  

2011,  or  its  updates.

It  is  possible  to  exclude  an  inserted  substance.

It  is  possible  to  change  the  data  of  an  entered  substance  by  using  the  button.

The  sum  of  the  substances  must  equal  100%,  regardless  of  the  measurement  type  selected.  If  the  sum  of  the  substances  does  not  

equal  100%,  the  system  will  display  an  error  message.
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With  each  entry,  the  list  of  product  presentations  can  be  viewed  on  the  form's  main  screen.

not  at  the  moment

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

To  add  presentation  information,  click  the  button,  which  will  display  a  

new  screen  for  entering  the  presentation  details.

All  fields  are  required,  and  if  the  product  does  not  have  secondary  packaging,  the  option  "PRODUCT  ONLY  

CONTAINS  PRIMARY  PACKAGING"  should  be  selected.  If  the  desired  packaging  types  are  not  registered,  

please  contact  the  team  of  the  responsible  organizational  unit.

,  
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After  uploading  the  necessary  files,  the  user  must  click  the  submit  button  to  proceed  to  the  completion  of  the  petitioning  workflow.

It  is  possible  to  change  the  data  of  an  inserted  version,  and  by  using  the  button  it  is  possible  to...

The  data  for  the  registered  version(s)  will  be  available  on  the  main  screen.

Using  the  button

It  is  possible  to  exclude  an  inserted  substance.

Using  the  button

delete  an  inserted  version.

It  is  possible  to  change  the  data  of  an  entered  substance  by  using  the  button.

Important:  Post-registration  petitions  do  not  include  fields  related  to  "Manufacturers,"  "Version,"  or  "Presentations"  in  their  form.
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Due  to  the  migration  to  the  Solicita  system,  information  regarding  "pH  Standard  Deviation,"  "Corrosivity,"  "LD50,"  

"Substance,"  and  "Measurement  Type"  from  notifications  prior  to  August  2020  may  be  loaded  incompletely.  The  

company  must  complete  the  required  fields  to  enable  this  petition.  Once  this  update  is  completed,  future  changes  to  

these  notifications  will  have  their  forms  loaded  correctly.

To  initiate  a  request  to  change  a  sanitation  product  notification,  you  must  access  the  drafts  tab  and  click  the  "New"  

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

When  you  select  the  notification  you  want  to  change,  its  data  will  be  loaded  onto  the  screen  in  a  form  identical  to  the  

one  used  in  the  initial  notification.

To  express  interest  in  continuing  commercialization,  the  system  will  automatically  update  the  product's  expiration  

date  at  the  end  of  the  petitioning  process.  This  update  will  only  occur  if  the  petition  is  filed  within  the  regulatory  

deadline  defined  for  this  request.

This  feature  is  only  available  for  "Sanitizing"  type  processes.
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EXPRESSION  OF  INTEREST  IN  CONTINUING  THE  COMMERCIALIZATION

Change  to  the  notification  of  sanitizing  products.  

This  feature  is  only  available  for  processes  of  the  type  "Sanitizing  Products".
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After  completing  the  "Petition  Reference  Data"  section,  the  following  information  blocks  will  be  available  for  

completion:

After  the  selection,  a  block  of  information  relating  to  the  reference  year  of  the  information  being  provided  will  be  

made  available.  It  should  be  noted  that  this  field  is  mandatory  and  it  is  only  possible  to  fill  in  data  relating  to  

previous  years.

BLOOD,  TISSUE  AND  ORGAN  FORMS

Start  an  initial  petition  or  a  petition  linked  to  an  existing  case.  If  you  don't  know  the  case  number  you  want,  you  

can  search  for  it  in  the  "cases"  tab  of  the  application.  Select  the  subject  corresponding  to  the  request  you  wish  to  

make.

•  Intrauterine  insemination  procedures;

•  Oocyte  retrieval  procedures  for  IVF;

•  Egg  reception  procedures;

•  Oocyte  thawing  procedures  for  personal  use;

•  Embryo  thawing  procedures;

•  Semen  collection  procedures  for  donation

For  all  blocks,  a  question  will  be  provided  regarding  the  performance  of  procedures  related  to  that  specific  block.  

If  the  user  answers  that  the  procedures  related  to  the  block  in  question  were  performed  by  the  Assisted  Human  

Reproduction  Center  (CRHA),  a  questionnaire  related  to  the  procedure  will  be  provided.  For  example:  the  

questionnaire  will  be  presented  similarly  to  the  information  block  regarding  intrauterine  insemination  procedures,  

as  shown  in  the  following  figure:

•  Embryo  donation  procedures;

•  Oocyte  collection  procedures  intended  exclusively  for  cryopreservation;
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After  completing  this  step,  the  user  must  follow  the  rest  of  the  workflow,  as  detailed  in  previous  sections  of  

this  manual,  until  the  protocol  is  finalized.
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Registration  for  Pesticide  Residue  Studies
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The  product  details  will  be  available  below  this  block.

If  the  registration  is  incomplete,  the  following  error  message  will  be  displayed.

Select  the  subject  that  corresponds  to  the  request  you  wish  to  make.

TOXICOLOGY  FORMS

Start  a  petition  linked  to  an  existing  case.  If  you  don't  know  the  case  number  you're  looking  for,  you  can  

search  for  it  in  the  "Cases"  tab  of  the  application.

To  complete  your  registration,  please  contact  the  ANVISA  organizational  unit  responsible  for  evaluating  

pesticides.

After  a  valid  process  is  entered,  the  system  will  display,  if  any  exist,  all  pesticide  residue  studies  associated  

with  the  selected  process.

After  the  selection,  the  system  will  evaluate  whether  the  registration  of  the  product  to  which  the  study  will  be  associated  is  complete.

Next,  the  information  block  regarding  the  waste  study  registration  will  be  made  available.

After  completing  the  information  section  related  to  the  residue  study  registration,  the  section  related  to  the  

product's  label  information  must  be  completed.
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After  entering  the  desired  data,  enter  the  information  regarding  the  safety  interval  (in  days)  or  if  this  interval  was  not  determined  due  

to  the  employment  modality.

or  deleting  the  data  by  clicking  the  icon.

After  the  data  is  entered,  it  will  be  available  in  the  data  block  of  the  product's  package  insert.

Clicking  the  "add  item"  button  will  display  a  screen  for  filling  in  information  from  the  product's  leaflet.

After  filling  in  the  information,  click  the  "Add  package  insert  data"  button.  If  you  do  not  wish  to  save  the  information  and  want  to  

abandon  the  process,  click  "Cancel".

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

It  is  possible  to  edit  by  clicking  on  the  icon.
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For  each  batch  of  tests,  the  test  ID,  the  state,  and  the  city  where  the  test  was  performed  must  be  provided.  After  entering  this  information,  

the  sample  treatment  data  must  be  filled  in.  To  access  them,  you...

Clicking  the  "add  item"  button  will  display  a  screen  for  filling  in  information  about  tests  performed.

If  the  interval  has  not  been  determined  due  to  the  type  of  employment,  the  safety  interval  field  (in  days)  will  be  disabled.

The  next  data  set  concerns  the  trials.

you  must  click  on  the  icon Clicking  will  display  the  following:
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You  must  click  on  the  icon.

in  the  icon.

First,  you  must  fill  in  the  data  relating  to  the  treatment(s)  given  to  the  sample;  it  is  possible  to  enter  one  or  more  

treatments.  If  you  wish  to  delete  the  data  for  a  sample  treatment  type,  click  [button  name/icon].

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

A  new  screen  will  then  be  made  available.

This  screen  is  composed  of  two  groups  of  information.  In  the  first,  you  should  enter  the  information  regarding  the  

DAT  (in  days),  the  Harvest  Date,  and  the  Analysis  Date.  It  is  important  to  note  that  the  analysis  date  cannot  be  

earlier  than  the  harvest  date;

The  second  group  should  contain  the  results  data  for  the  active  ingredient(s)  and  metabolite(s).

Machine Translated by Google



Page  280/286

MNU  -  User  Manual

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

manual,  until  the  protocol  is  finalized.

and  drag  so  that  the  box  takes  over  the

A  screen  will  be  enabled  for  theTo  enter  the  data,  click  on  the  icon  to  fill  in  the  data  related  to  the  selected  

active  ingredient.

If  the  answer  is  that  the  active  ingredient  has  metabolites,  a  new  field  will  be  enabled  for  filling  in  information  regarding  

the  metabolite.  One  or  more  metabolites  can  be  entered,  but  it  should  be  noted  that  only  metabolites  related  to  the  

searched  active  ingredient  are  available.

If  necessary,  you  can  use  the  bottom  right  border  of  the  observation  field  to  view  the  box.

To  write  in  a  larger  area,  click  on  the  shaded  area  and  select  the  

desired  dimensions.

Finally,  a  last  section  refers  to  any  observations  from  the  study.

Machine Translated by Google



This  verification  can  be  done  by  consulting  the  desired  petition  subject  in  the  Subject  Search .  The  

result  will  indicate  in  which  menu  of  Solicita  the  subject  can  be  found:

Because  the  system  cannot  find  the  process  or  petition  that  I  entered  in  the  "Original  Petition"  field.

choice  of  topics.

•  Verify  that  the  subject  code  matches  the  "service"  type  of  the  initial  petition  you  are  applying  to.

•  If  in  doubt,  clear  all  filters  and  enter  only  the  desired  subject  code  or  part  of  it.

•  To  make  a  request  in  an  existing  process,  you  must  access  the  request  through  the

The  CNPJ  (Brazilian  taxpayer  ID)  to  which  the  process  is  associated.

SAME  COMPANY.

to  file  a  related  petition.

•  To  view  documents  associated  with  requests  made  by  any  company  user  in  Solicita,  the  security  manager  

and/or  legal  representative  must  be  registered  with  the  regulatory  petition  user  link.  Note:  only  users  

already  associated  as  security  manager  and/or  legal  representative  can  be  associated  as  a  regulatory  

petition  user.

description.

•  The  user  must  be  previously  registered  with  Anvisa  to  access  Solicita.  See  registration  information  on  the  

page  https://www.gov.br/anvisa/pt-br/sistemas/cadastros/cadastro-de-

I  CANNOT  ACCESS  THE  REQUEST

Regulatory  petition  users  can  access  Solicita.

I  CANNOT  FIND  A  DRAFT  OF  A  "PETITION  LINKED  TO  AN  EXISTING  PROCESS"

•  Verify  that  the  desired  subject  code  corresponds  to  an  initial  petition  (primary  petition),  meaning  it  is  a  petition  

that  will  result  in  the  opening  of  a  new  case.  Note:  amendments,  alterations,  withdrawals,  appeals,  or  

corrections  will  not  appear  under  "initial  petition,"  as  these  are  petitions  linked  to  an  already  existing  case  

(secondary  petitions).

•  Verify  that  the  subject  code  matches  the  “activity/product  type”  selected  in  the  tab.

I  CANNOT  FIND  A  SUBJECT  CODE  IN  THE  "INITIAL  PETITION"  OPTION.

I  CANNOT  VIEW  DOCUMENTS  FROM  REQUESTS  MADE  BY  OTHER  USERS  OF

•  Only  users  registered  with  the  company  as  security  manager,  legal  representative,  or
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Matters.
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If  in  doubt,  clear  all  filters  and  enter  only  the  desired  subject  code.  •  If  you  are  trying  to  

perform  the  protocol  associated  with  a  petition  linked  to  an  initial  petition:

•  If  you  are  attempting  to  complete  the  protocol  associated  with  an  initial  petition:

•  Verify  that  the  desired  subject  code  corresponds  to  a  linked  petition  (secondary  petition),  meaning  it  is  a  

petition  that  will  be  included  in  a  previously  filed  case.

I  CANNOT  FIND  A  SUBJECT  CODE  IN  THE  "PETITION  LINKED  TO  AN  EXISTING  PROCESS"  

OPTION.

This  verification  can  be  done  by  consulting  the  desired  petition  subject  in  the  Subject  Search .  The  

result  will  indicate  in  which  menu  of  Solicita  the  subject  can  be  found:

Additionally,  the  "activity/product  type"  filter  will  be  pre-filled  with  the  same  option  as  the  initial  

petition.

Check  if  the  subject  code  matches  the  "activity/product  type"  of  the  initial  petition  to  which  you  want  

to  file  a  linked  petition.  If  the  initial  petition  does  not  have  a  service...

Check  if  the  subject  code  corresponds  to  a  "service"  (visible  in  the  image  marked  in  red)  associated  

with  the  "service"  of  the  initial  petition  to  which  you  want  to  file  a  linked  petition  (access  to  

services  can  be  done  via  the  button  marked  in  the  image  in  blue).  This  verification  can  be  done  

by  consulting  the  desired  petition  subject  in  the  Consultation  section.

Page  282/286

Machine Translated by Google

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


•  Check  if  the  request  received  was  made  electronically.

I  CANNOT  MEET  A  REQUIREMENT  IN  THE  "REQUIREMENTS"  TAB.

I  CANNOT  FIND  MY  PENDING  REQUEST  IN  THE  "PAYMENT"  TAB.

In  this  situation,  the  system  only  accepts  petitions  for  amendments,  withdrawals,  appeals,  or  

corrections.  This  information  is  displayed  in  the  yellow  bar  when  selecting  the  petition  subject.

•  Since  the  validity  of  payment  transactions  is  up  to  30  calendar  days,  only  transactions  for  which  the  payment  

slip  (GRU)  was  issued  up  to  30  calendar  days  before  the  date  the  query  is  made  in  Solicita  are  available  

for  payment.

•  Check  if  the  request  is  in  the  “awaiting  payment”  tab.  If  the  petition  is  in  this  tab,  it  means  that  the  payment  

has  not  yet  been  processed.  You  need  to  make  the  payment  and  wait  for  the  processing.

•  Check  if  the  request  is  in  the  “awaiting  protocol”  tab.  If  the  petition  is  in  this  tab,  it  means  that  the  transaction  

is  waiting  for  the  protocol  system  to  process  (internalize)  the  request.  If  the  request  has  been  in  this  

situation  for  more  than  24  hours,  please  contact  Anvisa  informing  them  of  the  transaction  number.

My  request  was  not  registered.

I  CANNOT  ACCESS  A  CASE  OR  PETITION  IN  THE  "CASES"  TAB

to  which  the  process  is  associated.

•  To  access  a  process  in  the  "processes"  tab,  access  the  request  using  the  CNPJ  (Brazilian  company  tax  ID).

I  DO  NOT  HAVE  ACCESS  TO  THE  "PRINT  PROTOCOL"  BUTTON  IN  THE  "PROCESSES"  TAB .

•  This  option  is  only  displayed  for  petitions  filed  through  the  Solicita  system.
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•  Make  sure  the  desired  process  has  been  previously  favorited  in  the  “Processes”  tab.

•  This  option  is  only  displayed  for  petitions  filed  through  the  Solicita  system.

I  DO  NOT  HAVE  ACCESS  TO  THE  "PRINT  STATEMENT"  BUTTON  IN  THE  "PROCESSES"  TAB .

•  Make  sure  you  are  accessing  via  the  “Processes”  tab  to  have  access  to  the  complete  tree  of

•  This  option  is  only  displayed  for  petitions  filed  through  the  Solicita  system.

•  Make  sure  you  are  accessing  with  the  correct  CNPJ  (Brazilian  company  tax  ID).

MOST  COMMON  ERROR  SCREENS

to  this  company  as  a  regulatory  petition  user.

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

I  CANNOT  FIND  A  SPECIFIC  PETITION  IN  THE  PROCESS  TREE

I  CANNOT  FIND  A  PROCESS  IN  THE  "FAVORITES"  TAB

•  Error  related  to  GRU  generation,  usually  linked  to  momentary  instabilities  and  resolved  by  trying  again  within  a  few  

moments.  If  the  error  persists,  please  contact  Anvisa  with  as  much  detail  as  possible  about  the  error  (screenshots,  

approximate  date  and  time  of  the  error,  subject  of  petition  used,  etc.).

•  Error  related  to  the  user  incorrectly  filling  out  the  form.  By  filling  it  out  correctly,  the  error  will  be  corrected  and  the  user  

can  proceed  normally.  Errors  like  this  are  accompanied  by  the  symbol ,  which  shows  the  user  what  action  is  needed  

when  positioning  the .

hover  your  mouse  cursor  over  it.

The  process.  Access  via  the  "Favorites"  tab  will  only  display  previously  favorited  petitions.

•  Verify  that  you  were  the  petitioner  for  the  petition  you  wish  to  view,  or  verify  that  you  are  associated  with  the  petition.
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•  Example  of  a  generic  Solicita  error.  When  this  error  occurs,  please  contact  Anvisa  informing  them  of  the  

transaction  number  and  details  related  to  the  error  (screenshots,  approximate  date  and  time  of  the  

error,  petition  subject  used,  etc.).

•  Error  related  to  petition  submission.  Please  check  if  the  petition  has  been  moved  to  the  “Awaiting  

Protocol”  tab,  which  indicates  that  the  protocol  system  will  continue  trying  to  register  it.  Otherwise,  or  

if  it  remains  in  this  tab  for  more  than  24  hours,  please  contact  Anvisa  informing  them  of  the  transaction  

number  and  details  related  to  the  error  (screenshots,  approximate  date  and  time  of  the  error,  petition  

subject  used,  etc.).
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