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ANVISA - Brazilian Health
Regulatory Agency

Integrated with the public healthcare system
Sistema Unico de Saude (SUS)

Established by law in 26 January 1999 - Lei n© 9.782
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Main RDCs for MD

« RDC 185/2001 - Premarket approval process for device and family
of devices (non-IVDs)

« RDC 36/2015 - Premarket approval process for IVDs

« RDC 56/2001 - Essential Requirements of Safety and Effectiveness

« RDC 16/2013 - Good Manufacturing Practices Requirements for MD

« RDC 25/2009 - GMP Certification for MD

« RDC 40/2015 - MD Notification (non-IVDs)

« There are also other RDCs which defines additional requirements for

specifics devices
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Products Regulated by the
Office of IVDs - GEVIT

e In Vitro Diagnostic Medical Devices

e Reagent kits, calibrators and controls for analytes available

on human specimens
e Proteins
Nucleic acids
Pathogens
Immunoglobulins
Metabolites
Drugs

e Other substances
e Instruments

e Analyzers

e Sample preparation
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Main Tasks

e Analysis of submissions for registration, notification,
renewal, changes and cancellation of IVDs;

e Technical reports to:
e Departments of Anvisa;
e Ministry of Health;
e Public organizations;
e Users, laboratories and healthcare professionals.

e Answer questions regarding the importation of regulated
products to Anvisa inspectors on borders;

e Issuance of IVDs registration requirements;

e Support to Good Manufacturing Practices inspections for
certification processes.
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Applicable Regulations

e Development of new regulation (2012)
e Discussions about IVD Table of Contents — 2012-2014
e Need to update requirements from previous RDC
e Incorporation of IVD instruments (analyzers)
e Chance to align with other jurisdictions

e Chance to know and understand requirements from
the IMDRF participants
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Applicable Regulations
e RDC ANVISA 36/2015

e Registration and notification of IVDs

e Lower risk products (classes I and II) — “"Cadastro”

e Higher risk products (classes III and IV) - “"Registro”
e Risk classification rules

e Based on GHTF proposal

e Documental requirements for submission

e Labeling requirements (including Instructions for Use)
e Professional or Point of Care User
e lay user

e Technical Dossier

e Based on the IVD Market Authorization Table of Contents
(IMDRF)

e Good Manufacturing Practices Certification
e RDC ANVISA 16/2013
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Applicable Regulations

e Technical Dossier

e Product description based on intended use

e Risk Management — — ——

e Performance Studies |
e Accuracy of measurement

e Analytical sensitivity
e Analytical specificity |

e Stability Studies
e Claimed shelf-life b v e s et
e In use stability e e et
e Shipping stability —

e Clinical Performance

e Labeling

e Production flow
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Applicable Regulations

CHAPTER 1 - REGIONAL ADMINISTRATIVE

CH1.01 Cover Letter

CH1.02 Submission Table of Contents

CH1.03 List of Terms/Acronyms

CH1.04 Application Form/Administrative Information

CH1.05 Listing of Device(s)

CH1.06 Quality Management Systemn, Full Quality System or other Regulatory Certificates
CH1.07 Free Sale Certificate

CHI1.08 User Fees

CH1.09 Pre-Submission Correspondence and Previous Repulator Interactions
CH1.10 Acceptance for Review Checklist

CH1.11 Statements/Certifications/Declarations of Conformity

CHI1.11.1 Performance and Voluntary Standard

CHI1.11.2 Environmental Assessment

CH1.11.3 Clinical Trial Certifications

CH1.11.4 Indications for Use Statement with Rx and/or OTC designation Enclosure
CH1.11.5 Truthful and Accurate Statement

CH1.11.6 Declaration of Conformity

CH1.12 Letters of Reference for Master Files

CH1.13 Letter of Authorization

CH1.14 Other Regional Administrative Information
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Applicable Regulations

CHAPTER 2 - SUBMISSION CONTEXT

CH2.1 Chapter Table of Contents

CH2.2 General Summary of Submission

CH2.3 Summary and Certifications for Premarket Submissions

CH2.4 Device Description

CH2.4.1 Comprehensive Device Description and Principle of Operation
CH2.4.2 Material Specifications

CH2.4.3 Description of Device Packaging

CH2.4.4 History of Development

CH2.4.5 Reference and Comparison to Similar and/or Previous Generations of the Device
CH2.4.6 Substantial Equivalence Discussion

CH2.5 Indications for Use and/or Intended Use

CH2.5.1 Intended Use; Intended Purpose; Intended User; Indications for Use
CH2.5.2 Intended Environment/Setting for use

CH2.5.3 Pediatric Use

CH2.54 Contraindications for Use

CH2.6 Global Market History

CH2.6.1 Global Market History

CH2.6.2 Global Incident Reports and Recalls

CH2.6.3 Sales, Incident and Recall Rates

CH2.6.4 Evaluation/Inspection Reports

CH2.7 Other Submission Context Information

l
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Applicable Regulations

CHAPTER 3 — NON-CLINICAL EVIDENCE

CH3.1 Chapter Table of Contents

CH3.2 Risk Management

CH3.3 Essential Principles (EP) Checklist

CH3.4 Standards

CH3.4.1 List of Standards

CH3.4.2 Declaration and/or Certification of Conformity
CH3.5 Analytical Performance

CH3.5.01 Stability of Sample(s)

CH3.5.01.1 [Study description, study identifier, date of initiation, date of completion]
CH3.5.01.1.1 Summary

CH3.5.01.1.2 Full Report

CH3.5.01.1.3

Statistical Data

o =
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CH3.5.02 Validation of Samples
CH3.5.02.1 [Study description, study identifier, date of initiation, date of completion]
CH3.5.02.1.1 Summary
CH3.5.02.1.2 Full Report
CH3.5.02.1.3 Statistical Data
CH3.5.03 Metrological traceability of calibrator and control material values
|
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Applicable Regulations

CHI.540.1

CH3.831.1

CHLAELLE

A4

CHAA

CH3.54.1

CHL64,

CH3.5.0.1

CHLAA1Y

CHL64,

CHLAS

CHLAS

CHLASLD

CHLAS

CHLAS

CHLAS1,08

CHLASL

[HET TSN

[HET TS NN

L6822
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[EEECNE]

3.4

CHI.5.04.1

CHI.5HE.1.1

CH3.5ME.12

CHI.509.1

CH3.5M.IL

CH3.51.12

CH35MIA

CH3.A L2

CH3AIMLA

CH3G
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Applicable Regulations

CHAPTER 4 — CLINICAL EVIDENCE
CH4.1 Chapter Table of Contents
CH4.2 Overall Clinical Evidence Summary
CH4.2.1 Expected Values/Reference Ranges
CH4.2.2 Clinical Evidence Evaluation Report
CH4.2.3 Device Specific Clinical Studies
CH4.2.3.1 [Study description, protocol #, date of initiation, date of completion]
CH4.2.3.1.1 Clinical Study Synopsis
CH4.2.3.1.2 Clinical Study Report
CH4.2.2.1.3 Clinical Study Data
CH4.24 Clinical Literature Review and Other Reasonable Known Information
CH4.3 IRB Approved Informed Consent Forms
CH4.4 Investigators Sites and IRB contact information
CH4.5 Other Clinical Evidence
CH4.5.1 [Study description, study identifier, date of initiation, date of completion]
CH4.5.1.1 Summary
CH4.5.1.2 Full Report
CH4.5.1.3 Statistical Data
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Applicable Regulations

CHAPTER 5 - LABELLING AND PROMOTIONAL MATERIAL
CH5.1 Chapter Table of Contents
CH5.2 Product/Package Labels
CHS5.3 Package Insert/Instructions for Use
CH5.4 e-labelling
CHS5.5 Patient Labelling
CHS5.6 Technical/Operators Manual
CH5.7 Product Brochures
CHS5.8 Other Labelling and Promotional Material
'—__‘I'. L Agéncia Nacional
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Applicable Regulations

CHAPTER 2 - SUBMISSION CONTEXT

Heading Class
Row ID | & Level Heading Common Content Regional Content
CH2.1 IMDRF 1| Chapter Table of 2} Includes all headings and sub-headings for the chapter.
Contents b) Specifies the page number for each item referred to in the table.
CH2.2 [MDRF, RF | 1| General Summary of | a) Staternent of the device type (e Tacrolimus test system, blood specimen collection ANVISA:
Submission devies, calibrator) and name (e.g. trede name, proprietary name), its general purpose, If renewal, amendment or change, identification of the registration/notification number issued by
and a high-level summary of key supporting evidence (1.e. studies that are unique to the | ANVISA for the device, family, system or set of devices and the number of the onginal epplication
risks of this device type). mmust be informed.
b) Summary of submission, meluding
i.  The type of submission (e.g. new, amendment, change of existing application, EU
renewall; If renewal, amendment or change, identification of produet (family) currently Marketed under CE mark
ii.  if amendment/supplement, the reason of the amendment/supplement; and related certificate of VDD annex.
1. 1fa change to existing approval, deseription of the change requested (e.g, changes
in design, performance, indications, changes to manufacturing processes, .
manufacturing facilities, suppliers); [f amendment or new submission based on currently licenced device(s), the Canedian Medical Devies
iv. any high-level backpround nformation or unusual details that the manufacturer Licence Number(s) should be provided along with the description of the change requested.
wishes to hiphlight in relation to the device, its history or relation to other approved
devices or previous submissions (provides context to submission).
[f recertification or change to a conformity assessment certificate, identification of the affected TGA
certificate numbers must be detailed.
LSFDA S100k)
Executive Summuary
CH2.3 Regional 1| Summary and USFDA PMA
(USFDA) Certifications for a) Summary of the Content of the Whole PMA per 21 CFR 814.20(b)(3)
Premarket
Submissions USFIDA 5100k)
a) 510(k) Summary contains all elements per 21 CFR 807.92
OR
b} 510(k) Statemnent contains all elements per 21 CFR. 80793
CH24 IMDRF 1| Device Description NO CONTENT AT TH[S LEVEL
CH2I.4.1 IMDREF, RF | 2| Comprehensive a) A general description of the device, including: ANVISA:
Device Description i. A statement of the device name. a) Some accessories may request independent submission at ANVISA. Especially when it is
and Principle of 1. What dees it detect? considered a medical device by itself and is not of exclusive use of the medical device to be used in
Operation 111, Who uses it and for what? (high level staterment) combination. For this sceessories shall be identified and hetr repistration/notification number in
iv. Where to use it? (places/environment where the device is intended to be used) AMVISA provided.
v. General deseription of the principle of the assey method or instrument principles of
operation. HC and USFDA
vi. Description of the components (&.g. reagents, essay controls and calibrators) and Components or accessories that can be sold separately should be identified.
where appropriate, a description of the reactive ingredients of relevant components
(such as antibodies, antigens, nucleic acid primers). IP:
wvil. [fupplicable, labelled pictorial representation (dagrams, photos, drawings). Explain that the established product specifications are necessary and sufficient to ensure the efficacy,
vill. Ifsystem, how the components relate? safisty, and quality of the product.
ix. [fapplicable, identify if the device incorporates software/firmware and its role.
LUSFDA PMA;
b) Product specificetion, including: Color Additive information per item A 6.a.if in Appendix A of the Acceptance and Filing Reviews for
i. Physical characteristics of relevance to the end user (dimensions, weight) Premarket Approval Applications (PMAs): Guidance for Industry and Food and Drug
1. [fepplicable, technical features and operating modes Administration Staff Guid - 21CFR 814.20(0)
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Applicable Regulations

CHAPTER 3 — ANALYTICAL PERFORMANCE AND OTHER EVIDENCE

Row ID Heading Class | Heading Common Content Regional Content
& Level
CH3A.1 IMDRF 1| Chapter Table of a) Includes major headings for the chapter, to the level of the custom headings.
Contents b) Specifies the page number for each item referred to in the table.
CH3.2 IMDRF 1| Risk Management a) A summary of the risks identified during the risk analysis process and how these risks EU
heve been controlled to an aocepiable level. The summary should address A formal signed statemnent accepting the residual risk upon completing the risk-benefit analysis before
1. Possible hazards for the [VD medical device for example, the risk from false placing product on the EU market.
positive or false negative results and the risk of delays in availebility of results
ii. Indirect risks which may result from [VD medical device-associated havards, for
example, tsk associted with instability, which could lead to erroneous results or
user-related hazards, such as reagents containing infectious agents.
b} The results of the risk analysis should provide a conclusion with evidence that remaining
risks are acceptable when compared to the benefits.
¢) Where a standard is followed, identify the standard.
CH33 IMDRF 1 | Essential Principles a) An EP checklist established for the IVD medical devices, information sbout method(s)
(ANVISA, (EP) Checklist used to demonstrate conformity with each EP that applies, references for the method
EU, JP, adopted and identification of the controlled document with evidence of conformity with
TGA) each method used.
b} For the controlled documents indicated which are required for inclusion in the
submission: & cross-reference of the location of such evidence within the submission.
¢) If any EP indicated in the checklist does not apply to the device: a documented rationale
of the non-application of each EP that does not apply.
NOTE:
Methods used to demonstrate conformity may include one or more of the following:
a) conformity with recognised or other standands;
b) conformity with a commonly accepted industry test method(s);
€) conformity with an in-house test method{s);
d) the evaluation of pre-clinical and clinical evidence;
&) comparison to a similer device already available on the market.
CH3.4 IMDRF 1| Standurds
(ANVISA, NO CONTENT AT THIS LEVEL
EU, HC,
TGA,
USFDA)
CH3.4.1 IMDRF, RF | 2| List of Standards a) List the stendards that have been complied with in full or in part in the design and EUNOTE
(ANVISA, manufacture of the device. An overview of used standards typically is added in the essential requirements checklist, including
EU, HC, b) At a minimum should include the standard organization, stendard number, standard title, | rationales for using standands that are non-harmonised or complied with only in part. This information
TGA, year version, and if full or partial complizgnce. needs only to be presented once in the application.
USFDA) ¢} If partinl compliance, a list the sections of standard that
i. Are not gpplicable to the device, andfor 1GA
ii. have been adapted, and’or This list should include any medical device standand or conformity assessment standand that has been
iti. were deviated from for other reasons — discussion to eccompany apphied to the device; and, if no medical device standard or conformity assessment standard, or part
only of such a standard, has been applied to the device — the solutions adopted to ensure that each
device complies with the applicable provisions of the essential principles. The information in this
section may be presented in the Essential Principle Checklist and, if so, needs only to be presented
once in the application.
LUSFDA PMA and STOK)
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Applicable Regulations

e Laboratory Evaluation (“Analise Previa”)
e Instituto Nacional de Controle de Qualidade em Saude

o Kits tested against commercial serological panels and
qualified panels developed by the laboratory reflecting the
epidemiologic reality in Brazil, including seroconversion
samples

e IVDs submissions that requires “Analise Prévia”:
— Chagas disease
- HBV
- HCV

- AV INCQS

- HTLV
- Instituto Nacional
- Syph ilis de Controle de
Qualidade em Saude
- Immunohematology reagents
- Dengue
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Applicable Regulations

Four Classes according to RDC 36/2015:

ANV ISA

| a :
'—';x!— Agéncia Nacional

Class I - low risk devices to the individual and
low risk to public health

Class II - medium risk devices to the individual
and/or low risk to public health

Class III - high risk devices to the individual
and/or medium risk to public health

Class IV - high-risk devices to the individual and
high risk to public health

9 Rules are used to classify the IVDs according

to their intended use, based on GHTF Principles of [

In Vitro Diagnostic (IVD) Medical Devices

Classification

GHTF/SG1/N045:2008

GHTEF

FINAL DOCUMENT

Global Harmonization Task Force

Title: Principles of In Vitro Diagnostic (IVD) Medical Devices Classification
Authoring Group: Study Group 1 of the Global Harmonization Task Force
Date: 19 February 2008

Larry Kessler, GHTF Chair

This document was produced by the Global Harmonization Task Force, a voluntary international
‘rom 2 s 3 s 8480CHS

m medical device n authorities and trade associations from
.

Copyright © 2000 by the Global Harmonization Task Force

de Vigilancia Sanitaria
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Applicable Regulations
\

I 26%
Classe 1 II 5209,
m Classe 11
m Classe III II1 19%
m Classe IV IV 39,

244 companies (manufacturers
and importers)

m Nacionais
m Importados

~ 11600 valid licenses (active)

82% imported products
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Applicable Regulations
e RDC ANVISA 36/2015

e Registration (classes III and IV)
e Valid for 5 years
e Must be renewed
e Full technical dossier must be submitted
e GMP certification is required

e Notification (classes I and II)
e No renewal
e Simplified technical dossier
e GMP must be followed
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Applicable Regulations
e RDC ANVISA 36/2015

« All labeling must be in Portuguese

 For imported devices it is allowed the importation without
labels in Portuguese. However, all labels and companion
documents must be translated into Portuguese before
distribution

- E-labeling is allowed according to requirements of IN
04/2012, except for some types of devices (e.g. the ones

indicated for home use and/or operation by lay user).
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Applicable Regulations
e RDC ANVISA 36/2015

e Points aligned to other regulations
e Documental requirements

e Letter (declaration) from the manufacturer authorizing
Brazilian representative company

e No need for Free-Sale-Certificate
e Adoption of the IMDRF Table of Contents
e Regulatory convergence
e Lower risk products - simplified process
e Higher risk products - strengthened process
e Specific labeling requirements for lay-user products
e Rules for product grouping
e Manufacturer and/or importer responsibility
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Applicable Regulations

e Registration/Notification number

e Must be available on labels
e Identify license of the product

Tem inicio )
sempre pelo Nimero
n®1ou 8. da AFE Seqguéncia
crescente conforme

Y & 3 n =
T (X XXXXXX (TYYY e

Ix ,I Ex: 0001; 0002;
e 0003, 0004 .
Numero
do
Registro
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Applicable Regulations
e RDC ANVISA 52/2015

e Rules for the registration of HIV self-testing

e RDC 36/2015 does not allow registration of self-testing IVDs
for infectious diseases, tumor and cardiac markers, genetic
disorders, blood typing and drugs

e Exception for public policies developed by the Ministry of
Health

e Regulates the commerce of HIV self-testing IVDs in pharmacies,
drugstores and health services to increase access to diagnosis and
treatment and help the infection control

e Additional requirements in terms of labeling
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Applicable Regulations
e RDC ANVISA 52/2015

Advantages Concerns

Acceptability Extended window period

Expanded access False negative results during acute phase of infection
Possibility to repeat test False positive results and consequences
Confidentiality and privacy Monitoring

Mutual testing Appropriate use of the product

De-stigmatisation of the disease Clear understanding of the results obtained
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Applicable Regulations
e RDC ANVISA 52/2015

e Rules for the registration of HIV self-testing

e Additional labeling requirements
e Pre and post-test information to the user
e Warnings, precautions, limitations, window period
e Negative results does not eliminate possibility of infection
e Interpretation of results and confirmation
e Accessible language to any user
e User aware of risks when using the product

e Availability of communication channel (telephone) 24/7

. ® . s
—|-- = de Vigilancia Sanitéaria
ANVISA

[
L Agéncia Nacional
T www.anvisa.gov.br



Regulated Product Submission

e Benefits of RPS
e Multiple regions using a harmonized, consistent format
e Reducing IT burden in industry

e Minimal revisions needed to address regional differences
and/or requirements in content

e End result is an IT format that can be reused for multiple
regions, saving time and resources by mitigating the risk of
significantly different methods being developed amongst
regulators

e RPS implementation will take several years
e Investment and adjustments on IT tools needed

r IMDHF International Medical
=, Device Regulators Farum
i ._,f

I— Agéncia Nacional
_I\T de Vigilancia Sanitaria Www.anvisa.gov.br

ANV ISA




Table of Contents Pilot Plan

e Pilot Objectives

e To develop and validate documentation supporting the use
of the IMDRF ToCs using feedback from industry
participants

e To identify potential challenges in the industry process and
develop proposals on how these can be addressed

e To provide industry and regulators with experience using
the ToCs with real submissions in a controlled setting

e To evaluate the proper usage of the ToC headings including
the appropriate placement of documents within the
headings and submission of complete and relevant content

e To identify additional ToC harmonization opportunities
e To establish and ensure ToC pilot technical guidelines
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Table of Contents Pilot Plan

e Australia, Brazil, Canada, China, EU and the United States are
participating regions

e Regional pilots are also currently being undertaken by some
IMDRF members

e Pilot initiated October 1, 2015
e 22 requests received, 11 accepted - 10 nIVD, 1 IVD
e Teleconferences to discuss impressions
e Only a few applications received to date — Extension (?)
e Pilot ongoing with but some manufacturers delaying submitting
e Differences in interpretation amongst regions

e Small sample size, need more applicants to ensure
implementation is successful

e To be finalized in September 2016 (?)

i IMDHF International Medical
=, Device Regulators Farum
i o

I— Agéncia Nacional
—I\i— de Vigilancia Sanitaria

ANV ISA

www.anvisa.gov.br



Post-Market Activities

e Glucosemeters
e Usability evaluation of instructions for use

e Adjustments to the instructions for use suggested to the
importers/manufacturers

e Next step — performance evaluation of the products
available on Brazilian market

e To include in the list of IVDs subject to laboratory challenge
(“analise previa”)

e Dengue IVDs

e Preparation of a qualified serological Dengue panel
(subtypes 1, 2, 3 and 4)

e Laboratory evaluation of Dengue IVDs
e Reports submitted to the manufacturers/importers
e Action plans
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@» NOTIVISA

Sistema de MNotificagdes em Vigilancia Sanitaria

Alertas de 2016

s s 2015 " Cidadaol Pacients/
Alertas de 2014 Familiar

Abertas de 2013 ( & partir de 13 de novermioro) Noﬁﬁqua aqui

Alerta 1324: Alarta de seguranga sobre o SISTEMA DE RESSUSCITAGAD AUTOPULSE MOD.

100, da Zoll

Alerta 1323: Alerta de seguranga sobre ACELERADOR LINEAR ELEKTA, da Elekta m
Alerta 1322: Alerta de seguranga para uso da méquina HOMECHOICE PARA DIALISE |mtituc,ﬁg de salde

PERITONEAL, da Baxter

Alerta 1321: Possibilidade de fratura do fio do sistema de liberagio do dispositive Notifique agui
ENDOPROTESE ANACONDA, da Terumo

Alerta 1320: Alerta sobre os Produtos ADVIA 1200 Chemistry System — Registro n®
10345160456; ADVIA 1650 Chemistry System - Registro n® 10345160453; ADVIA 1800

CHEMISTRY SYSTEM - Registro n® 10345160636; ADVIA 2400 Chemistry System - Registro n®
10345160471

Aleria 1319: Alerta sobre o Produto Agulha Descartivel EMBRAMAC — Registro 10201230118

Alerta 1318: Alerta sobre o Produto Agulha Descartivel EMBRAMAC — Registro 10201230081

Alerta 1317: Alerta sobre o Produto Dissector PKS Lyons (Classe de Risco |l - Médio Risco),
registrado pela empresa Flex Lab

Mais destagues

Observagio: Alguns formularios ainda ndo estio disponiveis pelas vias comuns de acesso ao

sistema
Formulario de Formulario para nofificar
biwijlancia reagéo a doagdo de
sangue
Acesse aqui Acesse aqui
sistema
Regquisitos

Dificuldade no acesso
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Zika IVDs

e Increased number of reported cases of microcephaly in the
northeast of Brazil

e ANVISA's Director of Authorizations and Registrations decided
on mid January:

e To prioritize (fast-track) the analysis of submissions for Dengue,
Chikungunya and Zika IVDs

e Concerns raised during the review of dossiers:
e Low number of paired positive confirmed samples
e Cross-reactivity with Dengue virus and other flavivirus
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Zika IVDs - Perspectives

e Intention to extend the collaboration with Instituto
Nacional de Controle de Qualidade em Saude

e Inclusion of Dengue and Zika virus
to the “Analise Prévia” scheme
(Laboratory Evaluation)

e (Obtain and validate positive
samples for Zika virus

e Reference materials

e Adopt WHO recommendations
for review of future submissions

I— Agéncia Nacional

INCQS

Instituto Nacional
de Controle de
Qualidade em Saude

World Health
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MANUAL PARA REGULARIZAGAO DE
PRODUTOS PARA DIAGNOSTICO
IN VITRO NA ANVISA

Geréncia de Produtos para Diagnastico in vitro — GEVIT

BRASILIA, JUNHO DE 2016
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2 Webmat Perguntas Frequentes | Legaiagio | Contato | Servas da Anvisa | Dados Abertos | Area de impreasa

O portal da Anvisa esta de cara nova

Guide to the companies which
intend to submit dossiers for
product licensing

Available on-line

Frequently updated
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785 Ministério da Salde

o U LISTA DE PETICOES AGUARDANDO ANALISE - DIAGNC
.
] 4 i

DIAGNOSTICO IN VITRO :

REGISTRO/CADASTRO CLASSES LITEII v

Ordem Data de n Cadigo de _
T entrada Expediente Processo A gﬁm Descricdo do Assunto

1 30/03/2016 1441540162 || 25351967315201657 | 8437 gn[iﬂ'iacad“"“ de produtos importados em
2 30/03/2016 1444030160 25351068839201647 | 8436 VD - Cadastro de produto importado

3 30/03/2016 1444004166| 25351068872201621 | 8002 IVD - Registro de produto importado

4 30/03/2016 1444123163 25351968802201664 | 8436 VD - Cadastro de produto importado

5 30/03/2016 1444225166 25351968960201665 | 8002 IVD - Registro de produto importado

6 30/03/2016 1450774169]| 25351970020201605 | 8436 VD - Cadastro de produto importado

7 30/03/2016 1450787161 25351970032201679 | 8436 IVD - Cadastro de produto importado

8 30/03/2016 1450795161 25351970037201619 | 8436 VD - Cadastro de produto importado

9 30/03/2016 1450903162 25351970121201632 | 8436 IVD - Cadastre de produto importade

10 31/03/2016 1451037165| 25351070213201683 | 8436 VD - Cadastro de produto importado

1 31/03/2016 1451075168]| 25351970245201697 | 8436 IVD - Cadastro de produto importado

12 31/03/2016 1451289161 25351970378201634 | 8436 VD - Cadastro de produto importado

13 31/03/2016 1450585161 || 25351974215201631 | 8437 gn[iﬂ'iacad“““ de produtos importados em
14 01/04/2016 1457500161 || 25351972959201681 | 8017 e it TS T R AT
15 01/04/2016 1458710166 25351973634201686 | 8434 IVD - Cadastro de produto nacional

16 01/04/2016 1691674163 || 25351046198201648 | 8017 gﬂ};egmm il NERS T T 2
17 04/04/2016 1494024168 25351979975201616 | 8436 IVD - Cadastro de produto importado

18 04/04/2016 1514185163 25351080051201673 | 8436 VD - Cadastro de produto importado

19 04/04/2016 1514201169 25351980062201614 | 8436 IVD - Cadastro de produto importado

20 05/04/2016 1490313160 || 25351978589201609 | 8437 ?aﬁﬂ'iacadastm de produtos importados em
21 05/04/2016 1515803169 25351981140201634 8436 IVD - Cadastro de produto importado

2 07/04/2016 1524746165| 25351085766201699 | 8003 IVD - Registro de produto nacional

23 07/04/2016 1537538162 || 25351088052201681 | 8436 IVD - Cadastro de produto importado

| a :
'—';\!— Agéncia Nacional

List of submissions
waiting for review

Available on-line
Daily updated

Transparency
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m BRASIL Acesso a informacéo Participe Servigos Legislacio Canais

Ir para o contetdo [l It para o menu Bl Irpara abusca Bl Ir para o rodapé ACESSIBILIDADE ALTO CONTRASTE MAPA DO SITE ENGLISH @&

ANVISA a

AGENCIA NACIONAL DE VIGILANCIA SANITARIA
Ba

3 Webmail Perguntas Frequentes | Legislacio | Contato | Servicos da Anvisa | Dados Aberlos | Area de Imprensa ) S e a rC h fo r I i Ce n Se d
VOCE ESTA AQUE:  PAGINA INICIAL SERVICOS DA ANVISA CONSULTA A PRODUTOS REGISTRADOS m e d i C a I d e V i C e S

Consulta a produtos Consulta a Produtos Regularizados

Consulta a situacdo . By n a m e

de documentos

.
e By license
medicamentos Alimentos

Consulta
s . Cosméticos

Consultas piblicas Produtos Regularizados n u m be r
SNGPC Medicamentos e Hemoderivados

Produtos para a Saide -

e By applicant
ATUACAO ( )
Regulamentacio Objetivo p y
Registros e Disponibilizar dados de produtos registrados na Anvisa das dreas de medicamentos, cosméticos, alimentos, saneantes e
Autorizactes produtos para a saide.
Fiscalizacdo e
Monitoramento

21 Ministério da Satide

Sistema Nacional de

e . 1 "
Vigildncia Sanitéaria =) L_ agéncia Nacional
-~ de Vigilincia Sanitiria
Educacéo e Pesquisa W anvisa.gov.br

Consulta de Produto:
Para realizar a consulta, informe o Nome do Produto, Nome da Empresa,
Nimero do Registro efou o Nimero do CNFJ

Critérios para Consulta
Area: PRODUTOS PARA SAUDE
N° do Processo:
Nome do Produto:
Namere do Registro:
Nimero do CNP3: [
[ consutar  >> ][ camcELAR

Agénda Nadonal de Vigilinda Sanitdria - Setor de Indiistria e Abastecimento (SIA) — Trecho 5 — Area Espedal 57 - Brasilia (DF) - CEP 71205-050 - Tel: (61)

3462-6000 - Disque Saide: 0 800 61 1997
opyright © 2003 Anvisa
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Geréncia de Produtos para Diagnostico in vitro

-----------------------------------------

[N ‘e
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»

: André Sinoti (E)

i Augusto Geyer (E)
Carolina Gasparin (T)
Christiane Coelho (E)
Deborah Araujo (A)
Luciana Averbeck (E)
Marcella Abreu (E)
Marisa Adati (C)
Sheila Sampaio (A)
Valter Pereira (E)
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Office of In Vitro Diagnostics
+55 61 3462 6635
augusto.geyer@anvisa.gov.br
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