
2025
Brasilia/DF

Medical  Equipment  Technology  Management  -

GQUIP

MANUAL  FOR  REGULARIZATION  OF

Health  Surveillance

National  Agency  of

MEDICAL  DEVICE  AT  ANVISA

MEDICAL  EQUIPMENT  AND  SOFTWARE  AS

Machine Translated by Google



Alexandre  Padilha

Luiz  Inácio  Lula  da  Silva

President  of  the  Republic

CEO

Leandro  Pinheiro  Safatle

Karen  de  Aquino  Noffs

Anderson  de  Almeida  Pereira

General  Management  of  Technology  in  Health  Products

Third  Board  of  Directors

Juliano  Accioly  Tesser

Minister  of  Health

ANVISA

Medical  Equipment  Technology  Management

gquip@anvisa.gov.br

Revision:

Specialist  in  Health  Regulation  and  Surveillance

Daniela  Marreco  Cerqueira

Copyright  ©  Anvisa,  2025  –  version  1.1

Machine Translated by Google

mailto:gquip@anvisa.gov.br


Important  notice:

BRAZIL.  Anvisa.  Normative  Instruction  -  IN  No.  74,  of  16

BRAZIL.  Anvisa.  Resolution  -  RDC  No.  657,  of  March  24

September  2022.  Provides  for  the  risk  classification,  notification  
and  registration  regimes,  and  labeling  requirements  and  
instructions  for  use  of  medical  devices.

This  Manual  has  been  updated  with  the  changes  provided  for  by  ANVISA  
regulations  described  below:

BRAZIL.  Anvisa.  Resolution  -  RDC  No.  751,  of  15

BRAZIL.  Anvisa.  Resolution  -  RDC  No.  848,  of  March  6

of  2022.  Provides  for  the  regularization  of  software  as  a  medical  
device  (Software  as  a  Medical  Device  -  SaMD).

2024.  Provides  for  the  essential  safety  and  performance  
requirements  applicable  to  medical  devices  and  in  vitro  diagnostic  
(IVD)  medical  devices.

September  2020.  Establishes  the  subjects  for  changes  to  
information  presented  in  the  process  of  regularizing  medical  
devices  at  ANVISA,  under  the  terms  of  the  Collegiate  Board  
Resolution  -  RDC  No.  340,  of  March  6,  2020.

BRAZIL.  Anvisa.  Normative  Instruction  -  IN  No.  290,  of  4
April  2024.  Establishes,  under  the  terms  of  the  Collegiate  Board  
Resolution  -RDC  No.  741,  of  August  10,  2022,  an  optimized  
procedure  for  the  purposes  of  analyzing  and  deciding  on  petitions  
for  registration  of  medical  devices,  through  the  use  of  analyses  
carried  out  by  an  Equivalent  Foreign  Regulatory  Authority  (AREE).
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intended  for  one  or  more  medical  indications,  and  which  perform  these

medical,  dental,  laboratory  or  physiotherapy,  used  directly  or

Medical  equipment  under  Health  Surveillance

doctors.

purposes  other  than  being  part  of  medical  device  hardware  (includes

are  the  responsibility  of  the  Diagnostic  Product  Management

active  medical  devices,  implantable  or  non-implantable.  In

covered  in  this  Manual.  Also  excluded  from  this  Manual  are

indirectly  for  diagnosis,  therapy,  rehabilitation  or  monitoring  of  human  beings  

and  also  for  beautification  and  aesthetic  purposes.

here  also  that  software  intended  only  to  control  the  device

include  all  equipment  used  in  healthcare  for  the  purpose  of

Medical  equipment  falls  into  the  device  category

(reagents,  catalysts,  etc.),  the  latter  not  being

mobile  applications  and  software  for  in  vitro  purposes,  if  their

Vitro.

doctors,  is  also  responsible  for  analyzing  products  called

Software  as  a  Medical  Device  –  SaMD.  These  software  programs  meet  the  

definition  of  a  medical  device.

However,  there  may  also  be  non-active  medical  equipment,  such  as

manufacturer's  doctor,  even  if  installed  on  different  hardware).  Includes

with  materials  used  in  health  (example:  catheter  and  implants

surgical  and  examination  chairs,  among  others.

in  vitro  diagnostic  use ,  and  whose  notification  and  registration  management

medical,  which  may  or  may  not  be  in  vitro  diagnostic  (IVD),  being

orthopedic,  among  others)  and  in  vitro  diagnostic  products

medical,  formerly  called  a  health  product  (related),  together

The  same  Management  responsible  for  analyzing  the  equipment

for  the  purpose  of  clinical  or  laboratory  analysis,  together  with  the  products  of

equipment  responsible  for  analyzing  the  samples  collected  for

Medical  equipment  is  mostly  composed  of

for  example,  wheelchairs,  stretchers,  hospital  beds,  tables

indications  are  included  in  the  general  definition  of  devices

11
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that  although  exempt  from  registration,  are  subject  to  the  regime  of

September  2022,  although  complementary  legislation  will  also  be

fall  within  the  definition  of  medical  devices.

(Penal  Code  –  Chapter  III:  Crimes  against  Public  Health).  Law  No.  9,782,  

of  January  26,  1999,  according  to  its  art.  8,  assigned  the  National  Health  

Surveillance  Agency  –  ANVISA  –  the  responsibility  of

for  consumption  in  the  Brazilian  market  before  being  registered  with  the  Ministry  of

As  established  in  art.  12  of  Law  No.  6,360,  of  23

Failure  to  comply  with  the  provisions  set  out  in  the  legislation

Health  Surveillance.  These  are  the  notified  products.

are  responsible  for  the  acts  of  infringement  committed  by  the  company  its

provided  for  in  Law  No.  6,437  of  August  20,  1977,  without  prejudice  to  the

applicable  civil  or  criminal  sanctions.  In  the  legal  sphere,

risk  to  public  health,  which  included,  among  other  activities,  the

Health.  With  the  exception  of  those  indicated  in  §  1  of  Art.  25  of  the  aforementioned  Law,

Product  registration  and  notifications  at  Anvisa  are

regulated  by  specific  resolution.  For  equipment

September  1976,  no  product  of  interest  to  health,  whether  national

This  definition  includes,  among  others,  software  licensed  by

subscription  and  centrally  hosted  (Software  as  a  Service),  which

or  imported,  may  be  industrialized,  displayed  for  sale  or  delivered

in  art.  273  of  Decree  Law  No.  2,848,  of  December  7,  1940

9.782/99).

regulate,  control  and  monitor  products  and  services  involving

doctors,  risk  class  I  and  II  (notification),  III  and  IV  (registration),  the  

Resolution  intended  for  regularization  is  Resolution  -  RDC  No.  751,  of  15

sanitary  constitutes  an  infraction  of  Federal  Health  Legislation,  with  the  

offending  company  being  subject,  at  the  administrative  level,  to  penalties

used  in  this  process.

granting  of  product  registration  (item  IX  of  art.  7  of  Law  No.

Legal  and  Technical  Responsible,  according  to  infractions  and  sanctions  provided  for
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submission  to  Anvisa  of  a  petition  requesting  registration  or

represented  by  a  unique  automatically  generated  numeric  sequence  and

notification,  consisting  of  documents  and  information  indicated  in  the

Registration  or  notification  is  essential  for  the  smooth  running  of  the  process  at  Anvisa.  

Processes  with  deficient  or  incorrect  information

The  forwarded  process  is  analyzed  by  Anvisa's  technical  team,  which  will

The  correct  interpretation  of  these  resolutions  that  deal  with  the

registration  or  notification  is  made  public  by  means  of  its  publication

first  correspond  to  the  Operating  Authorization  number

electronically.

adaptation  of  the  process  to  current  health  legislation.

approval  in  the  Official  Gazette  of  the  Union  –  DOU  (registration  and  notification).

ascending  order  of  registrations  and  notifications  granted  for  the  same

additional  documents,  when  necessary.  The  granting  of  the

Resolution  -  RDC  No.  751,  of  September  15,  2022,  and  others

or  incomplete  have  their  analysis  time  increased  due  to  the

Registration  or  notification  must  be  requested  by  means  of

relevant  legislation,  thus  constituting  a  documentary  process.  The

deliberate  on  the  granting  of  the  request,  being  able  to  request  information  and

The  registration  or  notification  of  the  product  at  Anvisa  corresponds  to

a  numerical  sequence  composed  of  11  numbers,  of  which  the  seven

of  the  Company  –  AFE,  and  the  last  four  are  sequential,  following  the

preparation  of  technical  requirements  by  Anvisa,  which  aim  to

company.  In  this  way,  each  registration  or  notification  granted  is
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Doctor  or  SaMD.

Figure  1  -  Formation  of  the  Anvisa  Registration/Notification  Number  for  Equipment
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manufacturers  or  registration/notification  holders  of  medical  devices  and  SaMD,  with  regard  

to  the  interpretation  of  the  provisions  of

It  always  

starts  with  no.  1  or  
no.  8

Structure  of  the  Equipment  Registration  or  Notification  Number  
or  SaMD

AFE  Number

(0001,  0002, ....)

Registration/Notification  of  Medical  Equipment  and  SaMD  at  Anvisa;

I  and  II;

related,  with  the  purpose  of  facilitating  the  preparation  of  processes

for  application  for  registration  or  notification  of  medical  equipment  and

Resolution  -  RDC  No.  751/2022,  RDC  No.  657/2022,  in  addition  to  the  legislation

SaMD  at  Anvisa.

This  Manual  is  structured  as  follows:

•  Chapter  I  –  General  Information  and  Flowchart  for  requesting  the

•  Chapter  IV  –  Change  of  Equipment  Registration/Notification

•  Chapter  V  –  Revalidation  of  Registration  of  Medical  Equipment  and

Doctors  and  SaMD;

This  Manual  was  prepared  with  the  aim  of  assisting  companies

•  Chapter  III  –  Registration  of  Medical  Equipment  and  SaMD  Classes  III

SaMD  and  other  petitions.

Registration/Notification  Number

Ascending  
sequence  

according  

to  registration  

granting

•  Chapter  II  –  Notification  of  Medical  Equipment  and  SaMD  Classes

and  IV;

X  XXXXXX  NNNN

14
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IV  -  or  notification  -  for  risk  classes  I  or  II).  When  filed

Understanding  how  the  process  is  structured  and  referenced  helps  in

the  office  one).

composed  of  7  (seven)  digits,  followed  by  the  last  two  digits

doctor  and  SaMD  are  guided  by  the  process  filed  with  Anvisa.

monitoring  of  its  progress  within  the  Agency.

that  of

The  information  contained  in  the  process,  considered  valid,  always

process  initiated  in  2021:  25351.XXXXXX/2021-YY).  To  the  parent  process

corresponds  to  the  content  of  the  last  petition  approved  by  Anvisa.  Except

when  there  are  manifestations  to  the  contrary.

The  parent  process  is  assigned  a  sequence  ID

complete  is  called  “process  number”  (example  of  number  for  a

of  the  year  of  filing  of  the  parent  case  or  petition  and  finalized  by

in  2021:  XXXXXXX/21-Y).  In  macro  terms,  the  process  is  composed

All  procedures  for  regularizing  the  equipment

General  Information

and  each  petition  in  the  process  is  associated  with  a  case  number,

essentially  by  the  petition  that  originated  it  (primary  petition  –  n

a  petition  of  origin  (registration  petition  –  for  risk  classes  III  or

When  initiating  a  process  at  Anvisa,  the  company  does  so  through

with  Anvisa  this  petition  receives  a  file  number  and  gives  rise  to  the  process,  

here  called  “mother  process”;  from  then  on

all  subsequent  petitions  (amendment,  revalidation,  addition,

cancellation,  etc.),  will  be  attached  to  their  respective  parent  process.

numerical,  composed  of  11  (eleven)  digits,  followed  by  the  year  of

beginning  of  the  process  and  ending  with  the  check  digit;  to  the  number

check  digit.  The  full  number  is  called  the  “file  number”  (example  of  a  file  

number  for  a  petition  filed

process  +  file  number )  and  its  subsequent  petitions  (secondary  petitions  

–  n
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File  No.  YYYYYYY/21-D

Primary

Parent  case  (25351.XXXXXX/2021-YY  File  
No.  XXXXXXX/21-D

Hierarchy  between  parent  case  and  secondary  petition

Petition

Change
File  No.  NNNNNNN/21-D

Revalidation

Secondary
Petitions

Figure  2  –  Model  of  process  initiated  in  2021  and  its  petitions.
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Figure  3  –  Flowchart  for  requesting  Notification  or  Registration.
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in  Appendix  D  of  this  Manual.  You  can  also  find  all  the

Otherwise,  during  the  analysis  of  the  same  by  Anvisa,  the  process  may

doctors  or  SaMD  at  Anvisa,  the  steps  indicated  in  the  flowchart

presented  must  be  strictly  observed.  The  steps  that

evaluated,  checking  all  documents  and  information  that

2022.

precede  the  petition  protocol  need  to  be  carefully

Themes  >  Health  Products.

subject  to  technical  requirements,  as  per  the  sole  paragraph  of  item  II  of  §  2

Before  requesting  equipment  registration  or  notification

legislation  related  to  Medical  Devices  (Health  Products)

on  the  Anvisa  portal,  www.anvisa.gov.br ,in  Legislation  >  Libraries

need  to  be  obtained,  which  will  make  up  the  petition  for  the  process.  If

of  the  petition  protocol,  gives  rise  to  its  summary  rejection,  not

on  the  documentation  and  information  presented.  In  addition,  it  must  be

of  art.  2  of  Anvisa  Resolution  -  RDC  No.  204,  of  July  6,  2005,  and

observed  that  the  insufficiency  of  required  technical  documentation,  when

§  4  of  art.  10  of  Anvisa  Resolution  –  RDC  No.  751,  of  September  15

Below,  you  will  find  details  of  each  step  to  be  followed.  A  list  of  all  

referenced  legislation  is  presented.

enter  into  a  technical  requirement,  which  is  a  request  for  clarification
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AFE,  LF  and  BPF

Company  regularization  with  the  Health  Surveillance  Agency:

Step  1

example:  import,  manufacturing,  transportation,  storage,

The  starting  point  for  requesting  registration  or  notification  of  medical  

equipment  and  SaMD  at  Anvisa  is  the  regularization  of  the  company  with  the  

Health  Surveillance  Agency,  which  includes  obtaining  the

it  is  not  possible.

distribution,  etc.

Brazilians  can  request  such  Authorization  from  Anvisa.

registration/notification,  which  will  assume  the  technical  and  legal  

responsibility  of  the  foreign  company  in  Brazilian  territory.

In  this  way,  a  foreign  company  that  is  interested  in

commercial  agreement  with  a  company  in  Brazil.  Not  necessarily,

It  is  worth  noting  that  the  AFE  is  granted  per  activity,  per

The  AFE  is  issued  by  Anvisa  upon  formal  request  from

to  market  your  products  in  the  Brazilian  market,  you  must  have  a

or  the  State,  also  known  as  Operating  License  (AF).

Company  Operating  Authorization  (AFE)  with  Anvisa  and

Operating  License  (LF)  from  the  Municipal  Health  Surveillance

Without  these  authorizations,  the  protocol  of  the  registration  or  notification  petition

•  Company  Operating  Authorization  –  AFE

company,  which  must  file  an  AFE  request  through  a  process  based  on  the  

provisions  of  RESOLUTION  -  RDC  No.  16,  of  April  1,  2014.  Only  companies  

legally  constituted  in  the  territory

possible  that  the  Brazilian  company  is  just  a  holder  of  the

this  company  must  be  a  branch  of  the  foreign  company,  being

20
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directly  to  the  Health  Departments  of  their  respective  states  and

depend  on  the  level  of  decentralization  of  health  surveillance  actions

health  of  the  Brazilian  population.

•  Operating  License  -  LF

In  some  situations,  LF  and  AFE  requests  may

of  each  Brazilian  state  and  municipality.  For  more  information  about  the

The  AFE  request  petition  includes  the  inspection  report  of

headquartered.  Issuing  the  license  at  the  municipal  or  state  level  will

municipalities,  there  being  no  hierarchical  situation  between  the

obtaining  the  Operating  License.

State  and  municipal  VISAs  are  linked  entities

jointly  as  members  of  the  National  Surveillance  System

Sanitary  –  SNVS  –  in  order  to  promote  and  guarantee  the  safety  of

establishment,  carried  out  by  the  local  VISA,  which  also  serves  for  the

The  addresses  and  telephone  numbers  of  these  VISAs  can  be  obtained.

•  Good  Manufacturing  Practices  -  GMP

Meet  Good  Manufacturing  Practice  requirements,

RDC  No.  687,  of  May  13,  2022,  is  the  obligation  of  every  company  that  

intends  to  manufacture  or  import  medical  devices  to  be  offered  to  the

The  LF  is  issued  by  the  Health  Surveillance  agency,  municipal  or  

state,  also  known  as  local  VISA,  in  which  the  company

established  in  Resolutions  –RDC  No.  665,  of  March  30,  2022  and

Brazilian  (national  manufacturer  or  holder  of  registration/notification)  is

September  1976.

To  obtain  the  LF,  the  local  VISA  must  be  consulted.  On  the  Anvisa  Portal

occur  concurrently,  since  one  of  the  documents  that

Anvisa  and  these  VISAs.  These  are  independent  of  each  other,  working

Brazilian  market,  as  established  by  Law  No.  6,360  of  23
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8,077,  of  August  14,  2013.  If  proven,  through

with  the  participation  of  technical  experts  from  Anvisa.  In  companies

on-site  health  inspection  and  is  a  requirement  for  obtaining  the  Certificate

Proof  of  compliance  with  GMP  is  verified  through

Good  Manufacturing  Practices  -  CBPF  issued  by  Anvisa.  In

company  will  be  subject  to  applicable  administrative  sanctions,  without  prejudice

or  by  recognized  auditing  bodies  (RDC  No.  497,  of  May  20

national  territory,  the  inspection  is  carried  out  by  the  local  VISA  and  can  count

registration  of  the  equipment  or  SaMD  with  Anvisa,  RDC  No.  665,  of  March  30,  

2022  and  RDC  No.  687,  of  May  13,  2022  must  be  observed,

companies.

ANVISA,  through  the  respective  subject  code  and  will  be  analyzed  by

of  legal  actions  and  criminal  sanctions,  depending  on  the  severity  of  the  case.

of  the  medical  devices  sector,  as  established  by  Decree  No.

III  and  IV.  Companies  manufacturing  products  that  are  classified

classified  in  risk  classes  III  and  IV,  although  manufacturers  of

notification  process,  are  not  exempt  from  complying  with  the  requirements

established  in  RDC  No.  665,  of  March  30,  2022.

a  health  inspection,  failure  to  comply  with  these  provisions,

which  establish  the  mandatory  certification  of  companies

located  outside  Brazil,  the  inspection  is  carried  out  directly  by  Anvisa

For  the  presentation  of  the  CBPF  when  requesting  the

exclusively  in  risk  classes  I  and  II,  that  is,  they  do  not  manufacture  products

ANVISA  Management  responsible  for  Inspection  and  Certification  of

medical  devices  exempt  from  presentation  of  the  CBPF  in

Compliance  with  the  legal  provisions  of  Resolution  -  RDC  No.  665,  of  

March  30,  2022  is  MANDATORY  for  ALL  companies

manufacturers  (national  or  foreign)  of  products  of  risk  classes

2021).  The  request  for  said  certification  must  be  filed  with  the
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22.

corresponds  to  its  identification  and  classification,  according  to  criteria

Health  identification  of  medical  equipment  or  SaMD

ÿ  Active  devices:  Rules  9,  10,  11,  12,  13;  and

This  is  the  step  that  will  lead  to  the  assembly  of  the  process.

Medical  equipment  is  classified  into  four  classes

ÿ  Non-invasive  devices:  Rules  1,  2,  3  and  4;

o  Class  II  –  medium  risk;

o  Class  III  –  high  risk;  and

framework  by  rules,  which  total  twenty-two.  The  framework  of  the  rule  follows  the  

indication  and  purpose  of  use  of  the

correctly,  since  the  required  documentation  and  information

equipment  or  SaMD  requires  certifications  and  reports

ÿ  Special  Rules:  Rules  14,  15,  16,  17,  18,  19,  20,  21  and

adopted  by  Anvisa.  At  this  point,  it  should  also  be  verified  whether  the

complementary  to  obtain  registration  or  notification.

ÿ  Invasive  devices:  Rules  5,  6,  7  and  8;

•  Equipment  Classification  (Class  +  Rule)

vary  according  to  the  type  and  classification  of  the  equipment.

o  Class  IV  –  maximum  risk.

of  risk,  according  to  the  risk  associated  with  their  use:

o  Class  I  –  low  risk;

In  addition  to  the  risk  classification,  there  is  the

equipment.  In  short,  the  classification  by  rule  follows  the

following  criteria:

Step  2

Sanitary  Equipment  Identification  or  SaMD

23
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1

regularization  with  Anvisa.  These  devices  meet  the  criteria  indicated  in  

Normative  Instruction  No.  283  of  07

Manual.

accredited  by  Inmetro.  For  more  information,  visit:  www.inmetro.gov.br.

Anvisa  Resolution  -  RDC  No.  751/22,  contains  the  description  of  all

To  certify  the  conformity  of  this  equipment,  they  must

For  better  understanding,  a  classification  guide

technical  attribute  information  for  each  medical  device  model

Inmetro  Certificate  of  Conformity,  when  requesting  the

March  2024,  or  any  other  that  may  replace  it.  The  legislation

The  specific  resolution  that  deals  with  Certification  is  Resolution  -  RDC  No.  549,  of  30

selected  for  economic  monitoring  by  Anvisa.

The  need  to  present  this  information  is

•  INMETRO  Certificate  of  Conformity

Doctors”  of  Annex  I  of  the  Technical  Regulation  approved  by  Resolution

The  item  “Device  Risk  Classification  Rules

subject  to  economic  monitoring,  through  a  specific  petition  to  the  economic  

regulation  area  of  Anvisa.

of  medical  equipment  is  available  in  Annex  C  of  this

•  Economic  Monitoring

classification  rules.

Some  medical  equipment  needs  to  present  the

described  in  RDC  No.  478,  of  March  12,  2021.

Some  medical  equipment  is  subject  to  presentation  of

Normative  Instruction  No.  84  is  currently  in  force.

August  2021.

Product  Certification  Bodies  –  OCP  should  be  contacted,

March  12,  2021,  which  provides  for  the  list  of  medical  devices
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Resolution  -  RDC  No.  542,  of  August  30,  2021;

There  are  four  types  of  medical  equipment  and  SaMD  regularization  

with  Anvisa:  risk  class  IV  registration,

evaluated,  taking  as  a  basis  the  sanitary  identification  of  equipment

applicable  only  to  products  belonging  to  Risk  Classes  I

medical  equipment  and  SaMD  subject  to  registration  are  those  classified

at  Anvisa;

b)  if,  if  there  is  more  than  one  model,  there  is  a  possibility  of  registration

c)  which  accessories  can  be  included  in  the  registration  or

is  desired  (change,  cancellation,  revalidation,

doctors  and  SaMD  are  defined  in  Resolution  RDC  No.  751/2022.  The

publication).

equipment  notification;  and

•  Registration  or  notification?

of  risk  I.  Notification  is  a  simplified  regularization  procedure,

a)  whether  the  product  in  question  is  subject  to  registration  or  notification

When  identifying  the  type  of  petition,  some  points  must  be  taken  into  account:

carried  out  previously.  With  this  information  in  hand,  the  following  must  be  verified:

and  II.  The  procedures  for  notifying  equipment

in  risk  classes  III  and  IV,  by  Resolution  RDC  No.  751/2022.

by  equipment  family,  in  accordance  with  the

d)  if  the  product  is  already  registered  or  notified,  what  other  petition

transfer  of  ownership,  amendment  or  rectification  of

risk  class  III,  risk  class  II  notification  and  class  notification

Machine Translated by Google
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The  process  may  refer  to  equipment  or  SaMD

•  Single  Equipment  or  Family  of  Equipment?

specifies  Resolution  -  RDC  No.  542,  of  August  30,  2021,  all

equipment  notification  or  single  SaMD.

the  models  in  the  family  must  be  manufactured  by  the  same  manufacturer  and

ÿ  Technology,  including  the  fundamentals  of  its  operation  and  its

ÿ  Precautions,  restrictions,  warnings,  special  care  and

indicated  by  the  manufacturer;  and

throughout  the  validity  of  the  registration,  if  it  includes  other  models  in  the  family  in

equipment  or  SaMD,  as  long  as  they  all  meet  the  requirements

the  accessories  that  make  it  up;

equipment  or  SaMD  (several  models  in  the  same  process).  To  be

It  is  possible  for  the  company  to  start  a  family  registration  process  

with  a  single  product,  in  cases  where  there  is  interest  in,  at

There  is  no  limit  to  the  inclusion  of  models  in  the  family  of

unique  (only  one  model  in  the  process)  or  to  a  family  of

instructions  on  storage  and  transportation  of  products.

considered  a  family  or  group  of  equipment  or  SaMD,  as

indicated  above.  The  fee  for  registering  a  family  of  equipment  or  SaMD  is  

higher  than  that  for  registering  a  single  equipment  or  SaMD.  The  fee

equipment  or  SaMD  at  the  time  of  requesting  said  registration,  or

action,  its  content  or  composition  and  its  performance,  as  well  as

ÿ  Indication,  purpose  or  use  for  which  the  products  are  intended,  according  to

for  equipment  family  notification  or  SaMD  is  the  same  for

question.  In  this  case,  a  family  tax  must  be  filed  and  collected.

that  is,  from  the  beginning.

have  the  following  similar  characteristics:

26
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•  Items  that  may  be  included  in  the  Registration/Notification  of

In  this  case,  the  company  must  file  a  new  application  for  family  registration.

its  publication,  be  changed  to  family  registration,  even  if  the

notification  of  the  medical  equipment  or  SaMD  for  which  it  is  intended.  The

In  general,  the  parts  are  considered  raw  materials  of  the

video,  electronic  components,  cabinets,  screws,  wires,  among

company  is  willing  to  supplement  the  fee  later.  In  this

of  a  set  of  equipment  designed  to  be  used  in  a

associated,  where  the  lack  of  at  least  one  member  of  the  system  makes  the

whole  system  down.

equipment  or  SaMD

Some  medical  products  may  be  included  in  the  registry  or

conditions  for  inclusion  are  described  below,  according  to  their  nature  and  

situation:

Remembering  that,  there  is  still  the  issue  regarding  the  registration  of

a)  Piece  of  medical  equipment:

mains  connection  cable,  power  supplies,  control  board

doctors,  not  being  subject  to  registration  or  notification  in  the

Anvisa.

However,  a  process  for  which  a  petition  has  been  filed  and

collected  single  product  registration  fee  may  not,  subsequently,

equipment  or  SaMD,  where  registration  documentation  must  be  included

of  all  models,  including  the  previously  registered  model.

The  parts  of  a  medical  device  include  the  elements  that  physically  

make  up  the  device.  They  are  characterized

technically  by  its  functional  individuality.

others.

production  process  of  medical  equipment,  examples  of  parts  are:

Equipment  System,  where  it  should  be  used  in  cases  that  deal  with

In  isolation,  the  parts  are  not  considered  devices.

Machine Translated by Google
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an  ultrasound  transducer  for  therapy  is  considered  an  accessory  of  the

intended  to  connect  to  another  active  medical  product  (e.g.  transducer

wrist,  multiparameter  monitor  modules).  If  this  accessory  is

In  specific  cases,  accessories  must  be  regularized

separately  with  Anvisa.  For  example:  sensors  for  oximetry

compatible  with  multiple  devices  from  the  same  manufacturer  must  be

several  specific  medical  devices,  to  enable  or  assist  in  a

perform  their  intended  function.  They  can  be  produced  by  the  same

have  the  equipment  you  want  to  connect.  Example:  cable

part  of  medical  equipment.  They  are  essential  parts  for  this

intended  by  its  manufacturer  to  be  used  in  conjunction  with  one  or

b)  Medical  equipment  accessory:

pulse  sold  directly  to  the  health  service,  except  when

specific  and  direct  that  the  medical  device(s)  be  used  in  a

ECG,  temperature  sensor.

oximetry  monitor.

ultrasound,  electrosurgical  unit  electrode,  pulse  oximetry  sensor

When  regularizing  or  making  changes  involving  accessories,  it  is  

important  to  send  tests  that  prove  the  compatibility  of  the

according  to  the  intended  purpose.

equipment,  being  only  functional  when  connected  to  the  equipment

treat  the  original  equipment  sensor  provided  by  the  manufacturer  of  the

equipment  manufacturer  or  purchased  ready-made  from  companies

ultrasound  for  which  it  was  designed.

The  medical  equipment  accessory  is  contained  in  the  equipment  

registration  or  notification  when  it  is  an  active  medical  product,

According  to  RDC  nº  751/2022,  accessory  is  defined  as:  product

Medical  equipment  accessories  consist  of  a

In  isolation,  they  are  considered  finished  medical  devices,

the  connection  to  the  medical  equipment  for  which  it  is  intended.  For  example,

outsourced.

accessories  with  the  minimum  equipment  or  characteristics  that  must

although  they  are  characterized  by  having  medical  functionality  only  through

or  more  pieces  or  parts,  and  are  manufactured  exclusively  to  make
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Excludes  “conferring  a  complementary  characteristic”

must  be  supplied  to  the  end  user  by  the  manufacturer  of  this

superior  to  that  of  the  equipment  for  which  it  is  intended  and  must  be,

equipment  notification  cannot  have  a  risk  classification

equipment,  with  exclusive  use  clearly  identified  on  the

The  medical  equipment  accessory  must  be  registered  or

mechanisms  for  fixing  to  ambulances,  etc.).

intended  (e.g.,  material  support  tray,  rod  for  supporting  materials)

c)  Generic  medical  equipment  accessory:

have  separate  registration.

indicated  in  each  registration  process,  or  notification  of  compatible  equipment.  

However,  for  the  accessory  to  be  included  in  the  registration  or

for  which  it  is  intended.

products  for  in-vitro  diagnostic  use ,  sanitizing  products,  cosmetics,

accessory,  although  active,  does  not  fit  into  these  situations,  it  should

medical  equipment  for  which  it  is  intended;

medicines,  etc.);  or

ÿ  It  is  marketed  by  third  parties  other  than  the  manufacturer  of  the

product  that  provides  a  complementary  feature  to  the  equipment

or  SaMD,  not  being  essential  for  it  to  perform  its  function

registration/notification  in  another  area  of  Anvisa  (medical  materials,

ÿ  Has  a  higher  risk  rating  than  medical  equipment

ÿ  It  is  not  an  active  medical  product,  although  intended  for  connection  or

medical  equipment  or  SaMD,  subject  of  the  registration  application  or

label  on  the  primary  packaging  of  the  accessory.  If  the

serum,  carts  for  packaging  and  transporting  equipment,

These  can  be  included  in  the  equipment  registration  or  SaMD

The  generic  medical  equipment  accessory  or  SaMD  is  the

own  notification  to  ANVISA  when:

as  long  as  they  are  produced  exclusively  to  integrate  the

notification.

use  with  an  active  medical  product,  and  in  addition,  is  subject  to

C
ha

pt
er

  
I  – 

 
G

en
er

al
  

In
fo

rm
at

io
n

Machine Translated by Google



resulting  from  corporate  operations  or  commercial  transactions,  provided

Change  -  whenever  there  is  any  modification  of

•  Amendment,  Revalidation,  Addition,  Cancellation,

together  with  the  document  to  which  it  refers.  It  has  only  one  character

information  presented  to  Anvisa  in  the  notification  process  or

informative  or  complementary.

the  registration  of  the  product  for  another  10  years,  must  request  such  revalidation  

within  a  period  of  one  year  to  six  months  before  the  expiration  of  the  registration.  No

notification,  and  the  reason  for  cancellation  must  be  informed.

that  the  original  technical  requirements  of  the  already  registered  equipment  remain  unchanged.  

The  terms  and  conditions  necessary  for  the  transfer  of  ownership  due  to  the  change  in  

ownership  of  the  company  are:

Addendum  -  for  sending  any  document  or

revalidation  petition.  Any  desired  change  must  be

Cancellation  -  in  the  event  that  you  wish  to  cancel  the  registration  or

Revalidation  -  whenever  the  company  is  interested  in  revalidating

When  to  apply?

if  in  Resolution  -  RDC  No.  903,  of  September  6,  2024.

Transfer  of  Ownership  or  Rectification  of  Publication  –

Transfer  of  ownership  -  only  in  cases  where

registration  of  the  medical  device  and  its  respective  secondary  petitions.  It  can  be  petitioned  

at  any  time  during  the

period  of  validity  of  the  registration  or  notification.

the  product's  risk  class.

petitioned  separately.  Class  I  and  II  risk  products,  subject  to  notification  regime,  are  valid  for  

an  indefinite  period  and  do  not  require  revalidation  according  to  Resolution  RDC  No.  

751/2022.  It  is

modifications  to  the  process  or  product  are  accepted  within  a

It  is  important  to  maintain  the  certificate  of  conformity  issued  by  Inmetro

valid,  thus  complying  with  Resolution  -  RDC  No.  549/2021,  regardless

communication  that  the  company  wishes  to  attach  to  the  parent  case  (petition

primary)  or  secondary  petitions.  This  petition  being  analyzed  in
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data  erroneously,  Anvisa  corrects  them  without  it  being  necessary

models,  product  origin,  etc.).  Exception  is  made  with  regard  to

discrepancies  between  the  information  presented  in  the  documentation

Correction  of  publication  -  whenever  the  company  observes

Classes  III  and  IV;

health  framework  (rule  and  class)  and  the  technical  name  of  the

issue  technical  requirements  to  the  company.

Detailed  information  on  the  content  of  the  documents  and

Classes  I  and  II;

•  Chapter  III  –  Registration  of  Medical  Equipment  and  SaMD

•  Chapter  V  –  Revalidation  of  Registration  and  other  petitions.

request  for  registration  or  notification  and  those  published  in

•  Chapter  IV  –  Change  of  Registration  or  notification  of

equipment  or  SaMD,  because  in  cases  where  the  company  informs  these

DOU  (e.g.:  commercial  name  of  the  equipment,  company  name  of  the  manufacturer,

Medical  Equipment  and  SaMD;

•  Chapter  II  –  Notification  of  Medical  Equipment  and  SaMD

information  required  for  each  of  the  petitions  must  be  checked  in  the  specific  chapters  

of  this  Manual:

31
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Electronic  Petitioning  (Request)

Step  4

ANVISA's  website  and  fill  in  the  requested  information.  However,  the  company  

must  first  register

cancellation,  revalidation,  transfer  of  ownership,  amendment  or

that  you  wish  to  include  a  supplementary  petition  (amendment,

system  or  single  product).

the  request  for  registration  or  notification  of  a  product  with  Anvisa.  Always

parent  process.

To  fill  in  the  information  requested  in  the  petition

with  Anvisa's  electronic  system.

electronically,  it  is  necessary  for  the  company  to  have  previously  classified  

its  product  and  identified  the  type  of  petition  that

change,want  to  carry  out  (registration,

Electronic  petitioning  is  the  action  that  effectively  initiates

publication  rectification)  to  an  existing  process,  electronic  petitioning  must  

also  be  carried  out,  always  informing  the  number  of  the

revalidation,

To  make  an  electronic  petition,  you  must  access  the

notification,

cancellation  or  addition;  and  if  it  corresponds  to  the  product  family,

32
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exclusively  electronically,  through  the  systems

filed,  is  duly  signed  by  its  applicants,  who

https://www.gov.br/anvisa/pt-br/sistemas

-  “Step-by-step”  information  guides  for  each  of  these  procedures  are  available  on  the  

indicated  website.

https://www.gov.br/anvisa/pt-br/sistemas/assuntos-de-peticao

December  2024,  the  protocol  of  documents  at  Anvisa  must  occur

electronic  petitioning  made  available  for  protocol

The  delivery  of  documentation  must  be  carried  out  in  accordance  with  the

information  on  petitioning  procedures  is

on  the  website:

-  Electronic  access  page  for  petitioning  and  registering  companies  at:

must  be  the  Legal  Representative  and  the  Technical  Manager  of  the  company,  

as  determined  by  art.  6  of  Law  No.  9,784,  of  January  29,  1999.

-  Choose  “Health  Products  (related)”

Registration  or  Notification,  such  as  the  Declaration  of  Change  of  Registration  or

-  To  identify  the  Generating  Factor  of  the  petition,  check  the  indicated  list

current  procedure,  which  is  established  by  the  Management  of

ANVISA  documentation.  From  the  effective  date  of  RDC  No.  947  of  12

available  on  Anvisa's  website.

It  is  essential  that  the  petition  documentation,  when

documents,  except  in  cases  specified  in  the  standard.  Larger

According  to  Resolution  RDC  No.  751/2022,  both  the  petition  form

Step  5

33

Petition  Protocol

Machine Translated by Google

https://www.gov.br/anvisa/pt-br/sistemas
https://www.gov.br/anvisa/pt-br/sistemas/assuntos-de-peticao


34

qualified  electronic  signature  may  be  used,  which  employs  a  digital  certificate  

issued  by  ICP-Brasil,  or  an  advanced  electronic  signature,

the  office  hours,  on  the  website:  https://consultas.anvisa.gov.br/#/

digitally  by  legal  and  technical  managers,  as  required  in

notification,  such  signatures  must  be  included.

You  must  be  careful,  as  the  protocol  number  does  not  match

procedural  instruction  documents.  In  digitized  documents,  the

qualified  electronic  signature,  which  uses  a  digital  certificate  issued

by  ICP-Brasil,  must  be  used.  In  native-digital  documents,  it  must

example  from  gov.br  https://www.gov.br/governodigital/pt-br/assinatura-  

eletronica .  It  is  recommended  that  the  applicant  confirm  the  validation  of  the  

signatures  of  the  Legal  and  Technical  Representatives  through  the  link  https://

validar.iti.gov.br/ .

n

n

The  filed  petition  receives  its  own  number,

to  the  process  number  or  file  number,  as  the  latter  two  are

generated  only  after  the  inclusion  of  the  petition  in  the  computerized  system  of

protocol.  When  the  company  wishes  to  obtain  any  information  about  the  

process  or  a  specific  petition,  it  must  always  reference  the

process  number  or  file  number.

applicable  regulations  or  when  indicated  in  the  list  of

It  is  suggested  that  the  consultation  be  made  the  day  after  the

The  applicant  must  submit  signed  documents

Anvisa.

filed  in  2021:  25352.XXXXXX/2021-YY),  which  will  be  converted  into

the  process  number  +  file  number  (mother  process  or  primary  petition)  or  the  

file  number  (secondary  petition).  The  company  will  monitor  the  case  using  

the  protocol  number,  the  process  number  or  the

petition  and  ending  with  the  check  digit;  the  complete  number  is  called  the  

protocol  number  (example  of  protocol  number  for  a  petition

n

composed  of  11  (eleven)  numbers,  accompanied  by  the  year  of  protocol  of  the
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ÿ  Nature  of  the  petition  (registration,  notification,  revalidation  or  amendment);

later  define  the  tax  values.
-  Resolution  -  RDC  No.  857  of  May  6,  2024  and  its  amendments

-  Calculation  basis  for  the  fee:

ÿ  Petition  for  product  family  or  single  product;

-  Regarding  the  guidelines  on  the  collection  of  the  fee,  it  must  be

ÿ  Product  size  (small,  medium  or  large);  and

-  It  is  possible  to  monitor  the  process  or  petition  through  the  ANVISA  website.

-  The  protocol  (Issuance  and  Monitoring)  can  be  obtained  on  the  page

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

consulted  the  ANVISA  website

ÿ  Company  size  (micro,  small,  medium  or  large).

ANVISA  electronics:

35
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equipment  notification  or  SaMD,  depending  on  the  quality  of  the

confirmation  of  receipt  of  the  requirement,  according  to  RDC  No.  23,  of  5

The  analysis  of  the  process  will  be  carried  out  by  the  Management  of

Analysis  of  the  process  by  Anvisa

b)  TECHNICAL  REQUIREMENT  –  for  presenting  incomplete  or  erroneous  

information.  In  this  case,  a  TECHNICAL  REQUIREMENT  is  issued  for  the

10  of  Anvisa  Resolution  –  RDC  No.  751,  of  September  15,  2022;  or

is  available  for  company  consultation  on  the  Anvisa  website  at:

comply  with  current  health  legislation.  The  result  of  this  analysis  is

documents  presented  and  compliance  with  any  request  for

further  clarification.

If  non-compliance  with  current  legislation  is  found,  there  is

two  actions  to  be  taken:

Anvisa  Resolution  -  RDC  No.  204,  of  July  6,  2005,  and  §  4  of  art.

June  2015.

https://www.gov.br/anvisa/pt-br/sistemas

if  the  documents  submitted  in  the  application  for  registration  or  notification

complementary.  The  deadline  for  compliance  with  the  requirement  will  be  120  

(one  hundred  and  twenty)  days,  non-extendable,  counted  from  the  date  of  the

Medical  Equipment  Technology  –  GQUIP.  The  analysis  verifies

published  in  the  DOU,  in  its  Section  1  through  Resolution-RE,  with  the

favorable  or  unfavorable  opinion  on  the  granting  of  registration  or

The  Technical  Requirement  generated  has  an  electronic  format  and

company,  in  which  clarifications,  corrections  are  requested,

verification  or  supplementation  of  information  or  documents

a)  REJECTION  -  due  to  lack  of  one  or  more  mandatory  technical  documents1 ,  

as  per  the  sole  paragraph  of  item  II  of  §  2  of  art.  2  of  the

36
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1  Mandatory  technical  document  corresponds  to  all  documents  
required  when  filing  the  petition  with  Anvisa  as  stipulated  in  current  health  legislation

Anvisa,  the  company  has  a  period  of  120  days  (consecutive)  to  present

One  option  is  to  send  the  inquiry  regarding  the

ANVISA,  including  the  respective  documentation  and  information

requirement  generated.

requirement  via  Contact  Us  indicating  the  process  number  and

existence  of  requirements  relating  to  their  petitions  under  analysis.

Companies  are  responsible  for  verifying  with

to  Anvisa's  electronic  address,  in  the  Company's  mailbox,  regarding  the

during  this  period,  challenge,  with  a  well-founded  technical  basis,  the

full  compliance  with  the  technical  requirements  generated,  and  may  also

After  accessing  the  process  requirement  on  the  website  of

office  hours,  the  query  will  be  forwarded  to  the  responsible  technician.

Compliance  with  Requirement  must  be  filed,  in  digital  form,  

according  to  a  specific  procedure,  on  the  website  of

compliance  will  be  forwarded  electronically  to  GQUIP.

requested  in  the  electronic  request.  Once  filed,  this
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of  documentary  or  fiscal  assessments  on  notification  processes

are  unsatisfactory,  the  petition  will  be  rejected,  and  no  new  ones  will  be  accepted.

additional  information  or  clarification.

Compliance  with  Requirement  must  be  accompanied  by

The  flowchart  below  illustrates  the

indication  of  the  location  of  this  information.

necessary,  another  Technical  Requirement  may  be  drawn  up.

SaMD,  is  forwarded  for  publication  in  the  Official  Gazette.

There  will  be  no  issuance  of  technical  requirements  for  petitions

notification,  change  of  notification,  and  change  of  registration

and  registration  and  its  changes,  and,  if  necessary,  the  request  for

petition  trajectory  from  its  filing  to  publication  in  the  Official  Gazette.

in  situations  where  new  clarifications  and  information  are

If  compliance  with  the  requirement  presented  is  satisfactory,

documents  to  meet  the  requirements  set  out,  as  well  as  the

(immediate  implementation),  without  prejudice  to  the  implementation,  at  any  time,

company  statement,  signed  by  the  technical  and  legal  managers,  stating  exactly  

what  information  was  inserted  or  changed  in  the

If  the  information  presented  in  this  Compliance

demands  to  reiterate  what  has  already  been  requested  and  not  met.  Only

the  granting  of  the  petition,  granting  the  registration  of  the  equipment  or
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2)  The  mandatory  technical  documents  correspond  to  those  indicated  in  this  Manual  
(instructions  for  use,  technical  dossier,  forms,  labeling  models,  certificates,  declarations,  etc.)

Observations:

Figure  4  -  Petition  analysis  flow.

1)  The  Response  to  the  Requirement  may  be:  full  compliance  with  the  requirement  and/or  contestation  of  the  
requirement  formulated;

Machine Translated by Google
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paper.  However,  the  application  for  the  Certificate  of  Registration/Notification  is

electronically  submit  the  Registration/Notification  Certificate  for  your  product  to  Anvisa.  To  obtain  

this  certificate,  the  company  must  follow  the

-  The  request  for  an  Administrative  Appeal  must  include  a  justification,  prepared  by  the  company,  defending  the  granting  

of  the  petition  and  an  Administrative  Appeal  Cover  Sheet,  the  template  for  which  is  available  at:

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

Resolution  -  RDC  No.  545,  of  August  30,  2021,  issue

use  the  copy  of  the  DOU  with  the  approval  or,  according  to  the

product  only  with  publication  in  DOU,  both  having  the  same  value

legal.

electronically,  there  is  no  need  to  send  the  documentation  in

-  If  the  petition  is  rejected,  the  company  still  has  the  “Administrative  Appeal”  petition  

available,  which  must  be  filed  within  a  maximum  period  of  30  calendar  days,  

counting  from  the  date  of  publication  of  the  rejection  in  the  Official  Gazette  (DOU),  

according  to  Collegiate  Board  Resolution  No.  266,  of  February  8,  2019.

electronic  petitioning  and  select  the  petition  modality

national.  To  prove  registration  with  Anvisa,  the  company  may

After  publication  in  the  Official  Gazette  of  the  granting  of  the  petition,  the

equipment  will  be  authorized  to  be  sold  throughout  the  territory

guidelines  of  Art.  7,  access,  on  the  ANVISA  website,  the

completely  voluntary,  and  the  company  can  prove  the  registration  of  its
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Risk  Classes  I  and  II

Medical  Equipment  Notification  and

SaMD
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although  exempt  from  registration,  they  are  subject  to  the  Surveillance  regime

Resolution  -  RDC  No.  751,  of  September  15,  2022,  which

Portuguese,  English  or  Spanish  or  accompanied  by  translation

sworn,  for  a  maximum  of  two  years  when  there  is  no  express  validity  

indicated  in  the  document,  authorizing  the

2)  For  imported  medical  devices:  declaration  issued  by  the  legal  

manufacturer,  consularized  or  apostilled,  written  in

3)  Copy  of  the  Certificate  of  Conformity  issued  under  the

for  the  sanitary  control  of  medical  devices.  This  Resolution

applies  to  the  products  indicated  in  §  1  of  Art.  25  of  Law  No.  6360/76,  which

product(s)  in  Brazil;

This  Resolution  establishes  that  to  request  notification

of  Resolution  –  RDC  No.  751/2022.  They  are:

1)  Form  for  notification  of  medical  device,  duly

completed,  available  on  the  ANVISA  electronic  portal;

company  requesting  to  represent  and  market  its(their)

applicable  only  to  certified  medical  devices

specific;  and

4)  Proof  of  compliance  with  legal  provisions

determined  in  technical  regulations,  in  accordance  with  legislation

The  notification  of  medical  equipment  is  governed  by  the

Medical  Equipment  Notification

RESOLUTION  -  RDC  No.  751,  of  SEPTEMBER  15,  2022

establishes  the  scope  and  form  of  application  of  the  notification  regime

Brazilian  Conformity  Assessment  System  (SBAC),

Sanitary,  and  classified  in  risk  classes  I  and  II.

which  regulates  specific  medical  devices.

compulsory,  related  by  Anvisa  in  regulations

The  documentation  described  in  Art.  13  must  be  sent  to  Anvisa
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regulation  that  replaces  it.

market  their  products  in  Brazil,  and  the  statement  about  the

versa,  they  will  maintain  their  initial  risk  class  I  notification  numbers

express  authorization  for  the  requesting  company  to  represent  and

knowledge  and  compliance  with  Good  Practice  requirements

Equipment  that  has  had  its  classification  changed  from

Manufacturing  Practices,  applicable  technical  standards  and

imported  and  sold  with  a  valid  Certificate  of  Conformity,  respecting  the  

product's  manufacturing  date.

or  previously  published  risk  class  II  notification.

1.  Process  Identification

full  address  of  the  legal  manufacturer  and  the  requesting  company,

The  statement  referred  to  in  item  2  must  contain  the  company  name  and

notification  from  risk  class  II  to  notification  from  risk  class  I  or  vice-versa

certification  of  compliance  within  the  scope  of  the  SBAC  may  only  be

Collegiate  Board  -  RDC  No.  665,  of  March  30,  2022,  or

Manufacture  of  Health  Products  established  in  the  Resolution  of

The  notification  of  a  product  has  indefinite  validity,  that  is,

does  not  need  to  be  renewed,  however  some  conditions  must  be  met

complied  with  so  that  the  notification  remains  in  force.  The  maintenance  of  the

notification  is  linked  to  compliance  with  the  requirements  of  Good

specific  regulations,  where  applicable.  Products  subject  to
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I  

available  on  the  Anvisa  website.

In  the  event  that  any  change  to  the  AFE  (address,  technical  manager,  

legal  representative,  etc.)  has  been  requested,  but  has  not  yet  been

of  the  State/Municipal  Official  Gazette  or  copy  of  the  new  license  issued).

In  this  initial  field,  the  information  of  the

If  this  is  a  primary  petition,  you  must  leave  these  fields  blank.

Petition  Subject  must  be  completed  for  all  petitions,

description  must  be  obtained  from  the  Subject  List,

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

correspond  to  the  registration  information  of  the  company  requesting  the

notification,  which  are  constant  in  the  publication  of  your  AFE  –

assessed  by  Anvisa,  a  document  proving  this  must  be  presented.

The  Petition  Subject  Code  and  Petition  Description  fields

process,  if  the  company  does  not  yet  have  this  information

Company  Operating  Authorization  -  issued  by  Anvisa.

the  change  APPROVED  by  the  Local  Health  Surveillance  (e.g.  publication

whether  primary  or  secondary.  The  subject  code  and  its

or  Importer)

The  information  presented  in  this  item  must  always

2.  Data  of  the  Notification  Holder  (National  Manufacturer)

44
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of  the  operating  license  with  the  Health  Surveillance  –  VISA  –  local.

Also,  a  copy  of  the  protocol  for  the  change  of

by  municipal  or  state  VISA,  depending  on  the  state/municipality

consultancy  or  technical  advice  in  the  area  of  device  regulation

always  with  the  company  holding  the  notification,  responsible  for  the

of  the  health  surveillance  activities  of  this  State  (see  Chapter  I).

3.  Origin  of  the  Medical  Device

The  telephone  and  email  fields  MUST  ALWAYS  match  the

municipalities  and  states.  The  operating  license  may  be  issued

AFE  requested  from  Anvisa.  The  change  protocol  will  not  be  accepted.

where  the  company  is  located,  and  also  the  level  of  decentralization

NOTE:  Local  VISA  corresponds  to  the  health  surveillance  of

doctors.  The  requirements  and  contacts,  when  made  by  Anvisa,  will  be

of  the  company  requesting  registration  and  NEVER  of  the  company  providing

product,  and  not  with  third  parties.
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manufacturers  other  than  those  declared  in  this  field  of  the  form.

the  same  procedure  applies.

In  this  field  you  must  enter  the  name  of  the  manufacturer  of  the

manufacturer  informed  in  ALL  other  process  documents

essential  to  facilitate  customs  clearance  of  the  equipment.  It  is  not

In  this  case,  a  document  must  be  presented  proving  that  such

national  product;  External  -  imported  product.

•  3.1  Legal  Manufacturer  Identification

outsourcing,  partial  or  total,  of  production,  in  the  field  of  manufacturer  must

only  the  name  of  the  sole  company  responsible  for  the  product  must  be  included

The  manufacturer  declared  in  this  field  must  correspond  to  the

allowed  entry  into  the  country  of  products  whose  origin  is  countries,

abroad  (legal  manufacturer),  formally  recognized  by  the  authority

product,  in  Brazil  (national  product)  or  abroad  (imported  product).

different,  as  long  as  they  belong  to  the  same  business  group.  To

This  field  refers  to  the  product's  manufacturing  location:  Brazil  -

importance,  especially  for  imported  products,  as  they  are  given

For  imported  medical  equipment,  in  cases  of

It  is  possible  for  equipment  to  be  manufactured  by  companies

productive  activities  to  be  carried  out  in  other  countries.

This  item  must  be  informed:

•  Origin  of  the  product:  internal  (Brazil)  or  external?

health  of  their  country  of  origin.  Outsourced  companies  must  not

be  indicated  in  this  field.

The  country  of  manufacture  of  the  product  must  be  the  country  where  

its  legal  manufacturer  is  based,  regardless  of  some  steps

This  item  provides  information  about  the  origin  of  the  equipment  and

your  place  of  manufacture.  Correct  information  of  this  data  is  extremely  important

For  domestically  manufactured  medical  equipment,

(label,  indelible  label,  instructions  for  use,  technical  dossier,  etc.).

companies  are  members  of  the  same  business  group.
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Only  manufacturing  units  based  on  the

List  the  manufacturing  unit  or  units  that  perform  the  steps

•  3.2  Identification  of  Manufacturing  Unit(s)

production  of  the  equipment,  their  addresses  and  countries  of  location.

RDC  No.  687/2022.
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on  the  Anvisa  website  at:  https://consultas.anvisa.gov.br/#/nomes-tecnicos/

product's  commercial  name.  The  list  of  technical  names,  called  the  “table  of

to  identify  the  equipment.  Do  not  confuse  the  technical  name  with  the  name

It  may  happen  that  the  technical  name  of  the  equipment,  which  the  company

you  wish  to  register  or  notify,  does  not  exist  on  the  aforementioned  list.  In  this  case,  the

company  must  use  the  technical  name  that  most  closely  resembles  its

equipment.  When  the  process  reaches  the  technical  area  at  Anvisa,  it  will  be

Verify  that  there  is  no  corresponding  technical  name.  If  not,  the  technical  department  

will  create  one.  It  is  Anvisa's  prerogative  to  create  and  define  the  technical  name  that  

will  be  applied  to  the  product.

For  secondary  petitions,  the  name  must  always  be  observed.

technician  informed  in  the  primary  petition.

•  4.1.1  –  Technical  Name

4.  Medical  Device  Data

4.1  Medical  Device  Identification

coding  of  medical  products”,  is  available  for  consultation,

The  technical  name  is  the  name  commonly  used  in  the  “medical  field”
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The  identification  code  is  the  code  corresponding  to  the  name

•  4.1.2  -  Technical  Name  Identification  Code

equipment  family  classification  must  comply  with  the  requirements

mentioned.

It  is  Anvisa's  prerogative  to  determine  whether  the  class  and  rule  granted

established  in  Resolution  -  RDC  No.  542,  of  August  30,  2021.

product  model.  For  example:

equipment  family  notification,  where  for  the  SAME  NAME

classification  of  medical  equipment.

and  class,  as  per  the  provisions  of  Annex  I  of  Resolution  -  RDC  No.

incorporated  into  this  identification,  although  the  company,  in  many  cases,

technician  indicated  in  the  “medical  product  coding  table”  list,  already

ÿ  Commercial  name  of  the  Product:  YYYYYYYYY  Equipment

Single  product  notifications  must  also  indicate  the

ÿ  Product  Commercial  Model:  X1

by  the  company  to  its  product,  are  correct.

risk  will  always  be  Class  I  or  II.

This  is  the  name  by  which  the  company  requesting  the  notification  wishes  its  

equipment  to  be  known  and  sold  in  the  Brazilian  market.  It  does  not  necessarily  

need  to  have  the  technical  name.

COMMERCIAL  there  is  more  than  one  MODEL  (variation  of  the  same  equipment),  

with  its  own  identification  that  differentiates  it  from  the  others

Equipment  must  be  classified  according  to  its  rule

The  commercial  model  corresponds  to  the  versions  or  variations  of  the

choose  to  incorporate  it  to  make  it  easier  to  identify  your  equipment

equipment  that  you  wish  to  notify.  Applicable  in  cases  of

•  4.1.3  -  Classification  Rule  and  4.1.4  -  Risk  Class

by  users.

family  models  (e.g.  A,  B,  AB,  FULL,  etc.).  The  indication  of

In  the  case  of  notification  of  medical  equipment,  the  class  of

•  4.1.5  –  Commercial  Name

•  4.1.6  -  Business  Model(s)/System  Components

751/2022.  Annex  C  of  this  Manual  contains  a  guide  to

C
ha

pt
er

  
II 

 
– 

 
N

ot
ifi

ca
tio

n 
 

of
  

M
ed

ic
al

  
E

qu
ip

m
en

t  
an

d 
 

S
aM

D
  

C
la

ss
es

  
I  

Machine Translated by Google



C
ha

pt
er

  
II 

 
– 

 
N

ot
ifi

ca
tio

n 
 

of
  

M
ed

ic
al

  
E

qu
ip

m
en

t  
an

d 
 

S
aM

D
  

C
la

ss
es

  
I  

which  accessories  may  be  an  integral  part  of  the  medical  equipment  should  be  

checked  in  Chapter  I  of  this  manual.  The  inclusion  of  accessories  in

interfere  in  the  choice  of  the  name  and/or  commercial  model  of  the  product,  in

The  choice  of  name  and  commercial  model  of  equipment  is  free

to  the  company  requesting  the  notification.  However,  Anvisa  may

users,  according  to  art.  5  of  Law  nº  6.360/1976.

notification  audit,  and  causing,  at  any  time,  documentary  or  fiscal  assessments  

of  the  notification  processes  and  their

that  should  have  their  own  registration;  accessories  that  are  classified  in  a  higher  

risk  class  than  the  product,  etc.

•  4.1.7  Accessories  that  accompany/are  part  of  the  equipment

disagreement  with  ANVISA  regulations  constitutes  a  health  infraction,

unauthorized  marketing.  It  may  be  detected  in

additional  clarifications.  Examples:  non-exclusive  use  accessories,

for  each  model  presented.

cases  where  they  may  lead  to  misinterpretation  on  the  part  of

changes,  and,  if  necessary,  the  request  for  information  or

System  components  are  the  individual  parts  that

makes  up  the  system,  generally  identified  by  names  or  codes  that

If  the  equipment  has  accompanying  accessories,  these

must  be  listed  in  item  4.1.7  of  the  notification  form.  To  see

•  4.1.8  Forms  of  commercial  presentation  of  the  product

Mention  the  forms  of  commercial  presentation  of  the  product,

identify  each  part  (e.g.,  Straight  Tip,  Curved  Tip,  Connection  Cable,  Handle,  

Double  External  Connector,  Single  External  Connector).
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•  4.2.1  –  Indication/Purpose  of  Use

4.2  Medical  Device  Specifications

its  minimum  operating  characteristics,  which  make  it  possible  to  identify  the

or  disorder  to  be  treated.

interaction  with  the  patient.

If  medical  equipment  is  to  be  installed  or  connected  to

technology  involved  in  this  process.  This  item  should  contain  information

•  4.2.3  -  Compatibility  with  other  medical  devices

Describe  the  operating  principle  of  the  equipment,  highlighting  the

Clearly  specify  the  intended  use  of  the  equipment.

•  4.2.2  -  Operating  Principle/Mechanism  of  Action

Indicate,  when  applicable,  the  clinical  indication  for  the  device,  the  pathology

other  products  to  function  as  intended,

clear  techniques  and,  where  applicable,  an  explanation  of  how  the

Sufficiently  detailed  information  must  be  provided  about
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I  

Select  the  category  that  best  describes  the  user  audience.

having  its  own  registration/notification  with  Anvisa.

a  safe  combination  is  obtained.  In  these  cases,  these  other

alarms,  battery  characteristics,  type  of  energy  delivered,  load

-  For  products  with  their  own  registration/notification  at  ANVISA  (e.g.,  
consumables,  surgical  instruments,  diagnostic  kits,  calibrators  and  
in  vitro  use  controls,  etc.),  the  registration/notification  numbers  for  
these  products  must  be  provided.

Indicate  the  technical  specifications  relevant  to  the  equipment,

•  4.2.5  -  Type  of  environment  intended  for  the  equipment

maximum  supported,  etc.  The  International  System  of

equipment  is  intended  to  be  used  as  stated  by  the  manufacturer.

intended  to  treat,  as  stated  by  the  manufacturer.

Indicate  the  patient  category  for  which  the  equipment  is  intended

•  4.2.7  -  Technical  Specifications

e.g.:  supply  voltage,  consumption  power,  measured  parameters,

products  that  can  be  used  with  this  equipment,  so  that

medical  devices  are  not  included  in  the  equipment  notification,

If  these  numbers  are  not  available,  inform  that  the  products  in  question  have  their  

own  registration/notification  number  at  ANVISA.

•  4.2.4  -  Audience  intended  to  operate  the  equipment

Select  the  category  that  best  describes  the  location  to  which  the

•  4.2.6  -  User  type  (patient)

Units  –  SI  in  relevant  references.

what  the  equipment  is  intended  for,  as  declared  by  the  manufacturer
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I  

-  When  the  product  has  a  battery,  include:  battery  type,  voltage,  useful  life,  

autonomy  and  minimum  time  for  full  recharge.

medicines

incorporated/associated/managed

Inform  if  the  equipment  contains  products  with  principles

regularization,  the  regularization  number  or  the  process  of

actuation,  adjustments,  muting  and  measurement  method  used  to

•  4.2.9  -  Alarm  information

Inform  the  sterilization  expiration  date,  if  applicable,  and  the

(dyes,

regularization  must  be  informed  on  the  form.

•  4.2.10  -  Product  Expiration  Date

or

on•  4.2.8

Report  the  alarms  that  the  product  has,  trigger  mode

(sound,  visual,  combination  of  forms),  its  purpose,  conditions  of

Information

excipients)

-

no

incorporated/associated/administered,  their  concentration  and  the  

participation  of  the  drug  in  the  product's  indications.  The  principle

asset  must  be  regularized  with  ANVISA  or  be  in  the  process  of

drive.

assets
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material  and  operational  characteristics.  The  concept  of  validity  is

•  4.2.11  –  Sterile  Product

•  4.2.12  –  If  applicable,  provide  code  list,  method

More  than  one  sterilization  method  may  be  specified,  if  the  product

accessories  that  are  supplied  sterile.

•  4.2.13  -  Reprocessing

inform  the  validated  sterilization  method  for  the  product,  if  applicable.

applicable  to  products  that  have  parts  that  cannot  be  exchanged  or

product  can  be  used  safely,  maintaining  its

product  validity.  Validity  is  understood  as  the  time  in  which  a

maintained  and  that  deteriorate  over  time  or  cycles  of  use.

Answer  the  questions  about  sterilization  by  marking  the  answer  and

sterilization  and  expiration  date  of  all

has  more  than  one  validated  sterilization  method.

Indicate  whether  or  not  the  equipment  can  be  reprocessed.
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I  

-  If  it  is  necessary  to  observe  specific  environmental  conditions  (temperature,  pressure  and  

humidity)  for  the  storage,  conservation  or  handling  of  the  product,  these  conditions  must  be  

clearly  indicated  on  the  label.

Medical  devices  with  prohibited  reprocessing  will  be  considered

and  regulations  that  replace  it,  and  those  that  present

as  well  as  the  loss  of  performance  and/or  functionality  and

integrity.

upwards,  maximum  and  minimum  storage  temperature,  etc.)  must

of  the  equipment,  this  activity  must  be  specified  and  the  steps  of

development  must  be  clearly  described  in  the  manual

maximum  stacking  of  boxes,  protect  from  rain,  fragile,  this  side

in  this  form.

following  the  standard  defined  in  the  Collegiate  Board  Resolution  –  RDC  No.

Specify  the  equipment  maintenance  requirements  (corrective  and  preventive),  

indicating  the  frequency  and  the  person  responsible  for  execution.

•  4.2.15  -  Storage  conditions

•  4.2.14  -  Maintenance  requirements

documented  technical  evidence  of  the  impossibility  of  reprocessing

those  listed  in  the  Annex  to  Resolution  RE  No.  2605/2006,  or  legislation

be  included  on  the  medical  equipment  label,  where  applicable,

751,  of  2022.

due  to  compromised  cleaning,  disinfection  or  sterilization,

-  Where  appropriate,  information  may  be  presented  in  the  form  of  symbols  or  colors,  which  must  
comply  with  current  regulations  or  technical  standards.  Examples:  symbols  indicated  in  the  

ABNT  NBR  ISO  15223  technical  standard  for  storage,  distribution,  transportation,  handling,  

and  other  conditions ,  including  the  meaning  of  these  symbols.

If  any  maintenance  activity  can  be  performed  by  the  operator

Information  on  storage  conditions  (e.g.:

user.  NOTE:  There  is  no  need  to  describe  the  steps  step  by  step
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•  4.2.19  –  Warnings /  Precautions

•  4.2.17  -  Conditions  for  Operation

so  as  not  to  compromise  its  integrity,  safety,  quality  and

Indicate  the  warnings  and  precautions  that  must  be  observed

determined  by  the  manufacturer.

does  not  present  contraindications.  NOTE:  if  this  field  is  selected,  if

effectiveness,  where  applicable.

•  4.2.18  -  Infrastructure  requirements

If  the  equipment  requires  specific  operating  conditions,

physical  or  environmental  infrastructure  for  its  safe  operation,  these

conditions  must  be  described.

for  the  correct  and  safe  use  of  the  equipment,  as  per

•  4.2.20  –  Contraindications

quality  and  efficiency.  Informs  in  this  field  whether  the  equipment  can  be

through  studies,  tests  and  evaluations.

•  4.2.16  -  Conditions  for  transportation

Specify  the  transport  conditions  appropriate  to  the  equipment

Specify  the  handling  conditions  appropriate  to  the

equipment  so  as  not  to  compromise  its  integrity,  safety,

Specify  in  this  field  any  contraindications  for  using  the  equipment.  

Mark  the  item  as  “not  applicable”  if  the  equipment

the  company  being  questioned  must  be  able  to  prove  what  was  reported

operated  by  laypeople  or  only  by  a  qualified  professional.
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of  the  product

equipment  does  not  present  adverse  effects.  NOTE:  if  selected

Specify  in  this  field  any  adverse  effects  observed  in  the

•  4.2.21  -  Adverse  effects

this  field,  if  the  company  is  questioned  it  must  be  able  to

•  4.2.22  -  Technical  Standards  used  in  development

57  capacitors  or  other  sources.

•  4.2.23  -  Equipment  dimensions

List  the  technical  standards  used  for  development  and

Provide  answers  about  electrical  characteristics

•  4.2.25  -  Does  it  have  an  internal  power  supply?

use  of  the  equipment.  Mark  the  item  as  “not  applicable”  if  the

verify  the  information  through  studies,  tests  and  evaluations.

met  by  the  product.

Provide  the  external  dimensions  of  the  equipment.

•  4.2.24  -  Electrical  characteristics

Inform  about  internal  power  sources  such  as  batteries,
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5

•  4.2.28  -  Technical  assistance  information

do  not  have  software,  tick  the  corresponding  box.

Provide  other  information  that  the  company  deems  relevant,  but  that  does  

not  fit  into  other  fields  on  this  form.

Enter  the  current  version  number  of  the  user  manual,

design  of  the  equipment  and  the  software  embedded  in  the  equipment.  If

•  4.2.27  -  Versions  associated  with  the  equipment

Provide  addresses,  contacts  and  telephone  numbers  for  assistance  services

•  4.2.29  -  Composition  of  the  materials  that  make  up  the  product  and  

come  into  contact  with  the  patient/operator

technical  or  consumer.

•  4.2.30  -  Other  relevant  information

Provide  other  information  that  the  company  deems  relevant,

•  4.2.26  -  Other  technical  characteristics

but  did  not  fit  into  other  fields  of  this  form.

List  the  parties  that  come  into  contact  with  the  patient  or  the

operator  and  the  material  from  which  they  are  made.

techniques,  call  center  telephone  numbers,  customer  service  and  other  forms  of  assistance
C

ha
pt

er
  

II 
 

– 
 

N
ot

ifi
ca

tio
n 

 
of

  
M

ed
ic

al
  

E
qu

ip
m

en
t  

an
d 

 
S

aM
D

  
C

la
ss

es
  

I  

Machine Translated by Google



C
ha

pt
er

  
II 

 
– 

 
N

ot
ifi

ca
tio

n 
 

of
  

M
ed

ic
al

  
E

qu
ip

m
en

t  
an

d 
 

S
aM

D
  

C
la

ss
es

  
I  

Inform  whether  the  product  has  an  Inmetro  certificate  of  conformity.

5.  INMETRO  Certificate

Graphic  images  (photos  or  drawings)  of  the  equipment,  its  

accessories  and  parts,  with  their  respective  identification  codes,

•  4.2.31  –  Graphic  images  of  the  product

must  be  sent  as  an  attachment.  The  electronic  format  must  be

identification.

•  5.1  -  Do  you  have  INMETRO  Certification?

.docx  or .pdf.  The  figures  presented  must  have  captions  for

•  5.2  -  Certificate  number

Product  (OCP)

Provide  the  name  of  the  body  that  carried  out  the  certification.

•  5.3  -  Identification  of  the  Certification  Body

Enter  the  certificate  number  and  date  of  issue.
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•  5.5  -  User  Manual  Version  Reviewed  at

List  the  technical  standards  to  which  the  product  was  subjected  during

If  it  has  been  impossible  to  issue  the  certificate  for  a  product

certification.

•  5.8  -  Do  you  have  a  Consolidated  Report?

•  5.9  -  Report(s)  No.

to  obtain  the  INMETRO  certificate  of  conformity.

In  this  case,  you  must  indicate  and  inform  the  report  number,  as  well  as

List  the  accessories  that  were  tested  with  the  equipment

Consolidated.

Inform  the  valid  project  version  used  at  the  time  of

•  5.10  –  Identification  of  the  Product’s  Certified  Body

certification.

•  5.4  -  Technical  Standards  used  in  certification

certification

Inform  the  version  of  the  manual  evaluated  during  certification

•  5.6  -  Version  of  the  equipment  project  evaluated  in  the  certification

compulsory  certification,  a  consolidated  report  may  be  presented,  in  accordance  

with  paragraph  4  of  art.  4  of  Resolution  -  RDC  No.  549,  of  30

•  5.7  -  Accessories  tested  in  conjunction  with  the

as  the  date  of  issue.

equipment

(OCP)  that  issued  the  Report

Provide  the  name  of  the  organization  that  issued  the  Report

August  2021.

La
be

l
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part,  as  well  as  its  board  number.

correspond  to  the  professionals  indicated  in  the  approved  AFE.  The  position

The  penultimate  item  identifies  those  legally  and  technically  responsible  for  the

6.  Legal  and  Technical  Responsibility

equipment  in  Brazil.  The  names  given  in  these  items  must

indicated  for  each  person  in  charge,  must  correspond  to  the  position  he  or  she  holds

the  professional  council  to  which  the  technical  manager  belongs  must  be  informed

occupies  within  the  hierarchical-organizational  structure  of  the  company.  It  must

7.  Declaration  of  the  Legal  Guardian  and  Responsible  Person

Technical
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I  

-  The  applicant  must  submit  documents  digitally  signed  by  the  legal  and  technical  

representatives,  as  required  by  applicable  regulations  or  when  indicated  in  the  list  of  

procedural  supporting  documents.  For  digitized  documents,  a  qualified  electronic  

signature,  which  uses  a  digital  certificate  issued  by  ICP-Brasil,  must  be  used.  For  

native-digital  documents,  a  qualified  electronic  signature,  which  uses  a  digital  

certificate  issued  by  ICP-Brasil,  or  an  advanced  electronic  signature,  such  as  gov.br ,  

must  be  used .  It  is  recommended  that  the  applicant  confirm  the  validation  of  the  

signatures  of  the  Legal  and  Technical  Representatives  through  the  link  https://

validar.iti.gov.br/.

is  being  declared.

This  last  field  must  be  signed  by  the  Technical  Manager

and  by  the  company's  Legal  Representative,  making  them  aware  of  what
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Resolution  -  RDC  No.  751,  of  September  15,  2022

related  by  Anvisa  in  specific  regulations  (required

In  the  same  way  as  for  equipment,  when  requesting  the

1)  Form  for  notification  of  Software  as  a  medical  device,

Resolution  –  RDC  No.  657,  of  March  24,  2022

legal  manufacturer,  consularized  or  apostilled,  written  in  Portuguese,

maximum  two  years  when  there  is  no  express  validity  indicated

of  the  standards  cited  in  the  Certification  Normative  Instruction);  and

if  any  accessory  used  by  the  software  falls  within  the  scope

4)  Proof  of  compliance  with  the  legal  provisions  determined  in  technical  

regulations,  in  accordance  with  the  legislation  that  regulates

specific  medical  devices.

English  or  Spanish  or  accompanied  by  a  sworn  translation,  there  is

Brazilian  Conformity  Assessment  System  (SBAC),  applicable  only

2)  For  imported  medical  devices:  declaration  issued  by  the

SaMD  notifications  must  be  forwarded  to  Anvisa  with  the  documentation

Notification  of  software  as  a  medical  device  is  also

Software  as  a  Medical  Device  Notification

described  in  Art.  13  of  Resolution  –  RDC  No.  751/2022.  They  are:

duly  completed,  available  on  the  ANVISA  electronic  portal;

in  the  document,  authorizing  the  requesting  company  to  represent  and

market  your  product(s)  in  Brazil;

3)  Copy  of  the  Certificate  of  Conformity  issued  within  the  scope  of  the  System

governed  by  Resolution  -  RDC  No.  751,  of  September  15,  2022,  in  

conjunction  with  Resolution  -  RDC  No.  657,  of  March  24,  2022.

for  medical  devices  with  compulsory  certification,
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regulation  that  replaces  it.

market  their  products  in  Brazil,  and  the  statement  about  the

full  address  of  the  legal  manufacturer  and  the  requesting  company,

The  statement  referred  to  in  item  2  must  contain  the  company  name  and

express  authorization  for  the  requesting  company  to  represent  and

Software  that  has  had  its  framework  changed  from

Collegiate  Board  -  RDC  No.  665,  of  March  30,  2022,  or

knowledge  and  compliance  with  Good  Practice  requirements

The  notification  of  a  SaMD  has  indefinite  validity,  that  is,

-  All  information  contained  in  the  equipment  notification  form  also  
applies  to  Software  as  Medical  Devices,  with  the  exception  of  item  4  -  
Software  Data  as  Medical  Device,  which  we  will  detail  below.

notification  from  risk  class  II  to  risk  class  I  notification  or  vice  versa,  will  

maintain  their  initial  risk  class  I  notification  numbers

Manufacturing  Practices,  applicable  technical  standards  and

or  previously  published  risk  class  II  notification.

specific  regulations,  where  they  exist.

Software  Data  as  a  Medical  Device

4.1

Manufacture  of  Health  Products  established  in  the  Resolution  of

does  not  need  to  be  renewed,  however  some  conditions  must  be  met

complied  with  so  that  the  notification  remains  in  force.  The  maintenance  of  the

4.

notification  is  linked  to  compliance  with  the  requirements  of  Good

Identification  of  Software  as  a  Medical  Device
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technicians/

It  may  happen  that  the  technical  name  of  the  software,  which  the  company

of  coding  of  medical  products”,  is  available  for

• 4.1.1  -  Technical  Name

The  technical  name  is  the  name  commonly  used  in  the  “medical  field”

product's  commercial  name.  The  list  of  technical  names,  called  a  “table

consultation,  on  the  Anvisa  website  at:  https://consultas.anvisa.gov.br/#/nomes-

to  identify  the  software.  Do  not  confuse  the  technical  name  with  the  name

you  wish  to  register  or  notify,  does  not  exist  on  the  aforementioned  list.  In  this  case,  the

company  must  use  the  technical  name  that  most  closely  resembles  its

verified  whether  there  really  is  no  corresponding  technical  name;  if  not,  it  will  be  created  by  

the  technical  area.  It  is  the  prerogative  of

Anvisa  creates  and  defines  the  technical  name  that  will  be  applied  to  the  product.

software.  When  the  process  reaches  the  technical  area  at  Anvisa,  it  will  be
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It  does  not  necessarily  need  to  have  the  technical  name  incorporated  into  this

For  secondary  petitions,  the  following  must  always  be  observed:

•  4.1.3  -  Classification  Rule  and  4.1.4  -  Risk  Class

software  to  be  notified.  Applicable  to  cases  of  notification  of  a  family  of  software,  

where  the  SAME  TRADE  NAME

own  identification  that  differentiates  it  from  the  other  models  in  the  family  (e.g.:

A,  B,  AB,  FULL,  etc.).  The  indication  of  SaMD  family  classification  must  comply  

with  the  requirements  established  in  Resolution  -  RDC  No.  542,

August  30,  2021.

Class  I  or  II.

751/2022.  Annex  C  of  this  Manual  contains  a  guide  to

mentioned.

In  the  case  of  SaMD  notification,  the  risk  class  will  always  be

The  identification  code  is  the  code  corresponding  to  the  name

product  model.  For  example:

It  is  Anvisa's  prerogative  to  determine  whether  the  class  and  rule  granted

class,  as  per  the  provisions  of  Annex  I  of  Resolution  -  RDC  No.

•  4.1.6  -  Business  Model(s)/System  Components

•  4.1.5  –  Commercial  Name

•  4.1.2  -  Technical  Name  Identification  Code

technical  name  provided  in  the  primary  petition.

identification,  although  the  company,  in  many  cases,  chooses  to  incorporate  it

classification  of  medical  equipment.

Single  product  notifications  must  also  indicate  the

It  is  the  name  by  which  the  company  requesting  the  notification  wishes  to

that  your  software  is  known  and  sold  in  the  Brazilian  market.

The  commercial  model  corresponds  to  the  versions  or  variations  of  the

technician  indicated  in  the  “medical  product  coding  table”  list,  already

there  is  more  than  one  MODEL  (variation  of  the  same  software),  with

to  make  it  easier  for  users  to  identify  your  software.

by  the  company  to  its  product,  are  correct.

In  the  case  of  software,  the  rule  will  always  be  rule  11.

Software  should  be  classified  according  to  its  rule  and
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System  components  are  the  individual  parts  that

product,  in  cases  where  they  lead  to  misinterpretation  due  to

ÿ  Product  Commercial  Model:  X1

for  each  model  presented.

The  choice  of  name  and  commercial  model  of  equipment  is

product,  etc.

may  interfere  in  the  choice  of  the  name  and/or  commercial  model  of  the

•  4.1.9  Internet  address  for  downloading  the  User  Manual

makes  up  the  system,  generally  identified  by  names  or  codes

Chapter  I  of  this  manual.  The  inclusion  of  accessories  that  do  not  comply  with

User

If  the  SaMD  has  accompanying  accessories,  these  must

Mention  the  forms  of  commercial  presentation  of  the  product,

Enter  the  internet  address  to  download  the

accessories  that  are  classified  in  a  higher  risk  class  than  the

Internet.

thus,  its  commercialization.  It  may  be  detected  in  a  notification  audit,  resulting  in  the  

cancellation  of  the  notification.  Examples:

software  user  manual,  if  the  manual  is  available  on  the

ÿ  Commercial  name  of  the  Product:  Software  YYYYYYYYY

part  of  the  users,  according  to  art.  5  of  Law  nº  6.360/1976.

ANVISA  regulations  constitute  a  health  violation,  not  authorized

free  for  the  company  requesting  the  notification.  However,  Anvisa

that  identify  each  part  (e.g.,  modules/parts/components).

be  listed  in  item  4.1.7  of  the  notification  form.  To  see  which

accessories  for  non-exclusive  use,  which  should  have  their  own  registration;

accessories  may  be  an  integral  part  of  the  SaMD,  the

•  4.1.8  Forms  of  commercial  presentation  of  the  product

•  4.1.7  Accessories  that  accompany/are  integrated  with  the  software
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Clearly  specify  the  intended  use  of  the  software.  Indicate,

the  technology  involved  in  this  process.

to  be  treated.

•  4.2.2  –  Software  Description

omitted,  Anvisa  considers  that  it  is  not  covered  by  the

software  operation.  Examples  of  technical  specifications:  limits;  types

•  4.2.3  -  Operating  Principle/Mechanism  of  Action

Describe  a  general  summary  of  the  characteristics  and  environment  of

4.2  Medical  Device  Software  Specifications

•  4.2.1  –  Indication/Purpose  of  Use

when  applicable,  the  clinical  indication  for  the  device,  the  pathology  or  disorder

therapy  and/or  exams  and/or  functionalities;  types  of  controls.

ATTENTION:  If  any  feature  or  specification  of  the  software  is

product  registration  or  notification.

Describe  the  software's  operating  principle,  scoring
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There  are  also  other  tools  capable  of  illustrating  the  relationships  between

•  4.2.4  –  Compatibility,  interoperability  and  communication

tests  also  for  commercial  products  that  are  not  devices

with  other  medical  devices,  including  other

In  this  section,  the  company  is  expected  to  provide  diagrams  that  illustrate  

the  architecture  of  the  software  being  developed.  As  defined  in  software  engineering  

standards,  there  are  several  tools

these  other  medical  devices  are  not  included  in  the  notification  of  the

•  4.2.5  -  Software  Architecture:

the  system  modules  at  the  software  level.  Due  to  the  lack  of

vitro.

diagrams  that  were  used  throughout  the  development  of  the  project,  but  that  do  not  employ  

any  formal  standard,  as  if

more  comprehensive  health  risk  analysis  of  the  system.  In  these  cases,

Compatibility  must  be  described  and  proven  with

operation,  control,  or  etc.)  of  generic  operation  with  others

SaMD.

For  software  that  has  an  interface  (whether  it  is

in  software  development.

most  relevant  aspect  of  the  topic  is  to  illustrate,  in  some  way  and  through

software  or  devices  for  diagnostics  of  in  use

virtual  reality  glasses,  cameras,  monitors,  smartphones,  etc.,  any  product  that  needs  to  have  

a  configuration  or  characteristics

capable  of  providing  such  understanding,  like  the  UML,  there  are

regulations  with  provisions  to  the  contrary,  the  company  may  present

software,  having  its  own  registration/notification  with  Anvisa.

doctors,  but  which  are  used  by  software,  for  example,  smartwatch,

This  item  must  contain  information  on  the  algorithms/heuristics  used

observed  in  agile  development  methodologies.  Thus,  the  point

medical  devices,  even  other  software,  it  is  necessary  that  this

information  must  be  made  explicit  so  that  it  is  possible  to  carry  out  a

specific  techniques  and  functions  to  be  used  properly  with  the

class  diagrams,  component  diagrams,  among  others;  however,
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tablets,  smartphones,  printers,  firmware  writers,  graphics  cards

software  engineering  standards,  there  are  several  tools  capable  of

The  company  is  expected  to  provide  diagrams  capable  of

schematic,  all  the  relationships  between  the  system  modules.

•  4.2.6  -  Hardware  Architecture

to  provide  such  understanding,  like  UML,  there  are  diagrams  of

implementation,  among  others.  Although  the  form  is  not  essential,  the  

important  thing  here  is  to  be  able  to  illustrate,  through  diagrams,  all

illustrate  the  architecture  of  the  hardware  employed  in  the  use  of  the  software  

in  question,  throughout  its  entire  life  cycle.  As  defined  in

interdependencies  between  them,  such  as  the  computer  itself,

serial  communication,  cellular  modules,  hardware  devices

owners,  and  etc.

the  hardware  components  employed  in  the  operation  of  the  software  and  the
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software  is  intended  to  be  used  as  stated  by  the  manufacturer.

Indicate  the  category  of  patient  for  which  the  software  is  intended

treat  as  stated  by  the  manufacturer.

The  company  must  inform  on  which  platforms  its

audit,  etc.).

•  4.2.10  -  User  type  (patient)

validation  present  in  the  consolidated  technical  report,  in  the  sense  that,

informed,  in  order  to  validate  the  information  presented  in  the

•  4.2.8  -  Platform

Given  the  sensitive  nature  of  the  information  that

for  example,  it  is  not  applicable,  in  the  absence  of  technical  justification

employ  multiple  devices/platforms,  all  must  be

system  operates.  It  is  worth  noting  that,  in  the  case  of  the  system

software  and  hardware  diagrams.

Select  the  category  that  best  describes  the  location  to  which  the

appropriate,  the  system  approval  was  carried  out  in  an  environment

are  not  medical  devices,  but  are  used  by  the  software  to

•  4.2.11  -  Security  Features  (general  description,  e.g.:

access  control,  electronic  signature,  trail  of

medical  device

with  settings  higher  than  those  recommended  in  this  topic.

•  4.2.9  -  Type  of  environment  intended  for  software  such  as

The  company  must  present  the  minimum  hardware  

requirements  necessary  for  the  system  to  operate  as  intended.

•  4.2.7  -  Minimum  and  recommended  technical  requirements

smartphone  etc.

routinely  traffic  in  medical  software,  it  is  expected  that  these

The  minimum  technical  requirements  of  commercial  products  that

established  in  its  development,  approval  and  production.  The

information  in  this  topic  must  be  consistent  with  the  reports  of

achieve  their  clinical  function  must  be  presented  in  this  item,  for  example,  

smartwatch,  virtual  reality  glasses,  cameras,  monitors,
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•  4.2.12  –  Training  required  for  operation

The  company  must  inform  what  type  of  training  is

have  information  security  mechanisms,  such  as:

authenticity  of  information  with  the  help  of  electronic  signatures,

guarantee  of  confidentiality  with  the  help  of  cryptographic  techniques,  among  others.

The  company  must  inform  what  types  of  languages  are  available

that  this  information  is  present  in  the  current  form  so  that

reinforce  the  safety  measures  employed  in  the  product  under  analysis.

elaborate  risk  management;  in  any  case,  it  is  highly  desirable

available  for  the  software.

of  Law  No.  13,709,  of  August  14,  2018  (LGPD)  and  which  mechanisms

employs  to  ensure  the  security  of  protected  data.

•  4.2.13  –  Software  language  as  a  medical  device

your  system  needs,  after  joint  evaluation  of  the  report  of

OTPs,  system  registration  and  operations  log,  ensuring  integrity  and

authentication  in  systems  using  username  and  password,

authentication  through  tokens,  external  authentication  through  the  help  of

necessary  to  operate  the  software,  knowledge  of  the  operating  system,  etc.

Obviously,  it  is  up  to  the  company  to  define  the  appropriate  level  of  security  that

It  is  also  important  to  inform  how  the  product  meets  the  requirements
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example,  the  need  for  a  safe  room,  servers

This  item  should  not  be  confused  with  topic  4.2.6  Hardware  

Architecture,  nor  with  item  4.2.7  Technical  Requirements.

•  4.2.14  -  Infrastructure  requirements

minimum  and  recommended,  insofar  as  they  define  the

comprehensive,  and  may  even  include  building  elements,  such  as,  for  example,

step  in  which  this  item  alludes  to  the  requirements  in  a  more

software  operating  characteristics/requirements  in  isolation,  when

brightness,  ventilation,  noise,  etc.

operation  of  the  software,  or  characteristics  of  the  usage  environment,  such  as

redundancy,  or  even  physical  control  of  access  to  environments
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Eventually,  such  behavior  will  be  observed  when  analyzing

in  the  development  of  structured  systems),  tests  must  be  developed  capable  

of  validating  all  the  individual  modules  of  the  system,  subsequently,  their  

individual  integration  and,  finally,  the  operation  of  the

software,  several  tests  must  be  performed.  From  the  perspective  of

•  4.2.15  -  Verification

Throughout  the  development/life  cycle  of  a

of  object  orientation  (although  it  is  a  perfectly  applicable  item

software  and  its  modules  in  a  systemic  way,  as  occurs  in  tests

software  engineering,  and  focusing  on  systems  developed  in  the  context

joint  risk  management  report  that  can  point  out  the

For  software,  and  in  opposition  to  what  can  happen

with  other  medical  devices,  the  reality  is  that  there  are  always  anomalies  or  

bugs  that  were  not  properly  addressed  before  the  expiration  date.

obtained  in  these.

observed  that,  despite  the  correct  use  of  techniques  and  methodologies

of  software  engineering,  the  complexity  of  computer  systems

of  approval  of  a  system.  Thus,  it  is  expected  that  the  company

linear.  Thus,  it  is  feasible  that  due  to  the  large  number  of  problems

present  a  list  with  the  names  of  the  tests  performed  (summary  of

found  in  a  software,  in  a  first  version,  the  team

sufficient  to  ensure  the  patient's  well-being.  Finally,  even  if  the

focus  on  critical  issues  that,  when  resolved,  would  be

practice  is  recurrent,  all  known  problems,  but  not

product  launch,  despite  these  being  previously  known.

treaties  should  be  presented  in  this  topic  for  further  analysis

complete  information  on  the  health  risk  that  the  product  poses.

•  4.2.16  -  Unresolved  Anomalies/Bugs

apparent  insignificance  of  the  failure.  The  problem  worsens  when

grows  exponentially  while  coding  does  so  in  a

tests),  their  failure/success  criteria  and  the  passing  percentage
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•  4.2.21  -  Adverse  effects

associates/administrators

Also  inform  which  measures  are  adopted  to  mitigate  the

Information medicines

•  4.2.18  -  Alarm  information

on  the  usage  screen,  impossibility  of  disabling  by  the  system,  system  of

•  4.2.19  –  Warnings /  Precautions

Indicate  the  warnings  and  precautions  that  must  be  observed

software  does  not  present  any  adverse  effects.  NOTE:  If  this  is  selected

4.2.20  –  Contraindications

Specify  in  this  field  the  contraindications  for  using  the

software.  Mark  the  item  as  “not  applicable”  if  the  software  has  no  

contraindications.  NOTE:  If  this  field  is  selected,  if  the

field,  if  the  company  is  questioned  it  must  be  able  to  prove  the

associated/administered.  The  active  ingredient  must  be  regularized

with  ANVISA  or  be  in  the  process  of  regularization,  the  number

Inform  if  the  software  has  medications

actuation,  adjustments,  muting  and  measurement  method  used  to

Specify  in  this  field  any  adverse  effects  observed  in  the

drive.

regularization  or  the  regularization  process  must  be  informed  in  the

•  4.2.17 -

alternative  alert  etc.

Report  the  alarms  that  the  product  has,  trigger  mode

through  studies,  tests  and  evaluations.

informed  through  studies,  tests  and  evaluations.

for  the  correct  and  safe  use  of  the  software,  as  determined

by  the  manufacturer.

company  is  questioned  must  be  able  to  prove  what  was  reported  by

on

risk  of  the  alarm  being  turned  off  or  disabled  by  the  operating  system  or  

hardware,  example:  warning  in  the  instructions  for  use,  warning

use  of  the  software.  Mark  the  item  as  “not  applicable”  if  the

(sound,  visual,  combination  of  forms),  its  purpose,  conditions  of

form.
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Enter  the  current  version  number  of  the  user  manual,

List  the  technical  standards  used  for  development  and

•  4.2.22  -  Technical  Standards  used  in  development

-  When  completing  items  4.2.5,  4.2.6,  4.2.15,  and  4.2.16,  the  company  
may  choose  to  use  the  expression  "See  the  notification  form  
attachment"  and  submit  the  requested  information  as  an  attachment  
to  this  form.  This  option  is  justified  because  the  requested  reports  
may  be  considered  confidential  by  the  company.

of  software  as  a  medical  device

•  4.2.23  -  Versions  associated  with  software  as  a  device

met  by  the  product.  Examples:  ISO,  IEC,  AAMI,  NIST  standards,  etc.

doctor

software  design  and  software  as  a  medical  device.
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presented  must  have  captions  for  identification.

•  4.2.25  -  Composition  of  the  materials  that  make  up  the

Provide  addresses,  contacts  and  telephone  numbers  for  technical  

assistance,  call  center  telephone  numbers,  customer  service  and  other  forms  of  assistance

•  4.2.24  -  Technical  assistance  information

patient/operator

List  the  parties  that  come  into  contact  with  the  patient  or  the

did  not  fit  into  other  fields  of  this  form.

Provide  other  information  that  the  company  deems  relevant,  but

Graphic  images  of  software  as  a  medical  device

operator  and  the  material  from  which  they  are  made.

identification  codes,  must  be  sent  as  an  attachment.  The  figures

technical  or  consumer.

product  accessories  and  come  into  contact  with  the

•  4.2.27  –  Graphic  images  of  the  product

(images  of  the  software  screens)  and  their  accessories,  with  their  respective

•  4.2.26  -  Other  relevant  information
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Brazil  or  imported  goods  classified  in  classes  III  and  IV  must  be

or  free  trade  certificate  or  equivalent  document,

granted  by  the  competent  authority  of  the  country  where  the  device

compulsory,  related  by  Anvisa  in  regulations

product(s)  in  Brazil;

presented  to  Anvisa,  the  following  documents:

completed,  available  on  Anvisa's  electronic  portal.

RDC  No.  751/2022;

f)  Copy  of  the  Certificate  of  Conformity  issued  under  the

specific;  and

company  requesting  to  represent  and  market  its(their)

For  the  registration  of  Medical  Equipment  or  SaMD  manufactured  in  the

d)  For  imported  medical  devices:  proof  of  registration

a)  Form  for  registration  of  medical  device,  duly

Good  Manufacturing  Practices;

is  not  written  in  Portuguese,  English  or  Spanish;

or  proof  of  protocol  request  for  Certificate  of

Portuguese,  English  or  Spanish  or  accompanied  by  translation

b)  Technical  Dossier,  as  provided  for  in  Chapter  VII  of  Resolution

Resolution  -  RDC  No.  751/2022

c)  For  imported  medical  devices:  declaration  issued  by  the

legal  manufacturer,  consularized  or  apostilled,  written  in

sworn,  for  a  maximum  of  two  years  when  there  is  no

express  validity  indicated  in  the  document,  authorizing  the

medical  is  manufactured  and  marketed  or  just  marketed,

apostilled,  and  accompanied  by  a  sworn  translation  when

e)  Certificate  of  Good  Manufacturing  Practices  issued  by  Anvisa

Equipment  Registration  and  SaMD  Risk  Class  III  and  IV,  as  per

expressly  indicated  in  the  document,  and  must  be  consularized  or

Brazilian  Conformity  Assessment  System  (SBAC),  applicable  only  to  

certified  medical  devices

issued  no  more  than  two  years  ago  when  there  is  no  validity
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of  the  packaging,  whether  primary  or  secondary.

contents  of  the  package,  as  well  as  its  origin.  Your

•  Technical  Dossier;

determined  in  the  technical  regulations;

strict  control  over  its  preparation,  alteration,  storage  and

•  Label;

(CBPFC).

determined  in  technical  regulations  applied  to  devices

that  guarantee  its  use,  handling  and  storage  in  a  manner

Further  explanations  are  provided  below  for  the

•  Indelible  Label;

•  Certificate  of  Good  Manufacturing  and  Control  Practices

traceability  and  origin  of  medical  equipment,  among  others

appropriate  and  safe.  For  this  reason,  labels  must  have  a

following  documents:

•  Letter  of  authorization  for  representation  in  Brazil;

the  packaging  of  the  medical  product,  which  must  be  appropriate  to  the  size

specific  doctors.

constant  in  the  electronic  petition  checklist .

LABELS

distribution,  in  the  equipment  production  process.

The  label  is  a  printed  identification  applied  directly  onto

•  Free  Trade  Certificate  (CLC);

NOTE:  In  addition  to  these  documents,  the  following  must  be  observed:

g)  Proof  of  compliance  with  legal  provisions

importance  consists  in  indicating  information  that  allows  the

Document  Details

•  Instructions  for  Use;

The  label  must  be  able  to  clearly  identify  the

•  Proof  of  compliance  with  legal  provisions
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