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Brazilian Pharmaceutical Market in Numbers

Year of Reference: 2018

@ \orth Us 23,24 Bi

‘ s the 7™ World Biggest Market

‘ Exported U$ 1,008,42.00

@ oorted US 6,896,55.00
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ANVISA’s Engagement on International

Regulatory Convergence Initiatives

PIC/S
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Programme to rationalise international GMP inspections of
active pharmaceutical ingredients/active substances
manufacturers
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Inspection

General
Office

Inspection

General Office

Organization Chart
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CGPIS - Coordination of
the Inspectorate Quality
Management System

GIMED - Office of
Medicine and API
Inspection

COIME —
Coordination
of Drug
Inspection

COINS —
Coordination
of Biological
Products and
Pharmaceutic
al Ingredients

COPAS - Coordination of
H2alth Administrative

Process

GIALI — Office of Food,
Cosmetics and Sanitizing
Products Inspection

COISC -
Coordination COALI -
of Cosmetics Coordination
and Sanitizing of Food
Products Inspection
Inspection
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GIPRO - Office of Medical
Devices Inspection

CPROD — Coordination of
Medical Devices

Inspection
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Regulation on Good Manufacturing Practices

Equivalent /Translation from PIC/S Guidelines

Sampling
Medicinal Start. And Products Parametric
APl GMP Biological Gqses Pack. Mat.  Aerosol Radiation  Blood&Plasma Release
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Risk Based

Ures

Inspection Scheduling Proce

WHO Drug Information Vol. 31, No. 2, 2017
PHARMACEUTICAL INSPECTION CONVENTION
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K Regulating medicine manufacturers: is an

on-site inspection the only option?

27 June 2013
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Compliance and Inspection

RECOMMENDATION

The Australian approach to meeting inspection demands Compilation of Community Procedures on Inspections

and Exchange of Information

On-site inspections of manufacturing and testing
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Risk Based Inspection Scheduling Procedures

(National Inspections)

of the company A Reduced Frequency ( 24 to 36 months)

‘ B Moderate Frequency (12 to 24 months)
Criticality of

o C Intensive Frequency(< 12 months)
the medicine

Intrinsic Regulatory L Inspection

Risk Risk — Frequency

Complexity

of the company

|
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Criticality of
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Risk Based Inspection Scheduling Procedures

Foreign Companies

Request of GMP 1379 Drug Manufacturers
Certificate
680 APl Manufacturers

Application
instruction

Can be
classified as a
lower
risk case?

Complies Can be
with GMP

and is located in a
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1.Manufacturer

facility risk

5. International 2. Changes of

context scope and facilities

Health risk
parameters
considered in the
matrix

4. Enforcement and 3. Product related

surveillance features
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Risk Based Inspection Scheduling Procedures

— o Sa e S e = o DA e -
g GMP compliance historical

1.Manufacturer ' z Time elapsed since last inspection

facility risk

|
|
. Facility intrinsic risk |
. Outsourcer or corporate operation |

Health risk
parameters
considered in the
matrix



Risk Based Inspection Scheduling Procedures

2. Changes of
_ scope and facilities
Health risk

parameters ,

considered in the 1. Information from PQR,

| | 1

matrix I1SMF and variations to score. ;



Risk Based Inspection Scheduling Procedures

Health risk
parameters
considered in the ~

. PQR demonstrates that |
matrix .

' consistent assessments of the,
’ ' process control and stability
. have been conducted

3. Product related
features



Risk Based Inspection Scheduling Procedures
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Risk Based Inspection Scheduling Procedures

1a. Historical data of inspections by MRAs
1 of reference;

ib. Certification issued by PIC/S member;
lc. Country risk where the manufacturer is

5. International

contfext
Health risk

parameters
considered in the
matrix




Inspections
Conducted
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DEFICIENCY CLASSIFICATION

e Generated or leads to a significant risk of manufacturing a product that is dangerous to
patients, or when it is detected fraud and misrepresentation, or falsification of data
and/or products, or when combining different non-critical NCs that together can be
explained in the report as a critical situation for the product.

e Denotes that a product does not complies with its MA specifications, or does not
represent the effective implementation of the required control measures in GMP, or
indicates a serious breach of the other conditions stated in the MA, or which represents a
failure related to batch release procedures;

Major

e Cannot be classified as either critical or major, but is a deviation from the GMP
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Inspection Flow

8.7. Da visao geral dos prazos aplicaveis

BUSINESS DAYS | |1]2|3|a|s|e|7|8]|9|10|11]12]13|14]|15|16|17|18|19|20]|21|22|23|24|25]|26]|27]28]29]30]31
| INSPECTION
n NON-COMPLIANCE
REPORT FORM *

t

! ACTION PLAN

v

I ADOPTION OF STADARD

d SANITARY ACTION IN CASE OF

COMPANY INACTION
a
d ELABORATION OF INSPECTION REPORT
d
PEER REVIEW ®

INSPECTOR TEAM CONSOLIDATION I I I
REPORT DELIVERED TO COMPANY

ANVISA

Figura 1 — Prazos aplicaveis a finalizagao do relatdrio apds o término da inspecao



anv’s overall compliance ratin

POP-0O-SNVS-014

NO ACTION INDICATED Voluntary Action Indicated Official Action Determined
(SAI) (AVI) (AOD)

Certification **

Immediate Certification **
all lines Exclusion:

Pharmaceutical form *
Production Line *

Exclusion:
Pharmaceutical form *
Production Line *

For certification to occur, NCs that do not result in standardized sanitary action must have had satisfactory

**

corrections and corrective actions.

All products (pharmaceutical form or line): object of restrictive market action after
adoption of standard sanitary actions

Does not result In certification: AOD
classification for the 2nd consecutive
time; NC related to fraud, forgery,

tampering.




RDC 39/2013

Valid for 2 years since Its publication.
e Published In the Government Official Journal www.in.gov.br

e Can be cancelled in case of marketing deviations or other significant
events.

e Before expiration, the renewal may be requested to ANVISA.

 ANVISA will decide if another inspection will be needed based on a risk
assessment

GMP CERTIFICATE



http://www.in.gov.br/

GMP Certificates:

http://portal.anvisa.gov.br/consulta-certificado-boas-praticas

| portal.anvisa.gov.br/consulta-certificado-boas-praticas

m BRASIL Simplifigue! Participe Acesso a informacao Legislacao Canais

Ir para o conteddo Jfl] Ir para o menu B Ir para a busca B Ir para o rodapé [ ACESSIBILIDADE ALTO CONTRASTE MAPA DO SITE EMGLISH &

AN VI SA Buscar no porta Q

AGENCIA NACIONAL DE VIGILANCIA SANITARIA

BAd webmail Perguntas Frequentes | Legislacao | Contato | Servigos da Anvisa | Dados Abertos Area de Imprensa

VOCE ESTAAQUI: PAGINA INICIAL SERVICOS DA ANVISA COMSULTA CERTIFICADD BOAS PRATICAS

Consulie a situagﬁm

Consulta de Certificado de Boas Praticas
de documentos

Peticionamento
Fletrdnico

Sistema Eletronico de Acessar:

- Consulta de
Informacoes (SEI)

. Medicamentos
Certificado de Boas

SNGPC

Praticas Produtos para a sadde
Insumos farmacéuticos
ATUACAD
Regulamentacio Objetivo
REgiSth"e Consulte as emprasas com certificado de boas praticas e filtre os resultados por estado, pais, CHNPJ, data de publicacao, data de
Autorizacoes

validade e outros itens
Fiscalizacdo e
Monitoramento
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http://portal.anvisa.gov.br/consulta-certificado-boas-praticas

ttps://consultas.anvisa.gov.br/#/certificados/

m BRASIL Servigos Participe Acesso a informacio Legislacdo Canais
r para o conteddo ] Ir para o menu Ir para a busca [f Ir para o rodapé | ACESSIBILIDADE ALTO CONTRASTE MAPA DO SITI

Consultas

ANVISA - AGENCIA NACIONAL DE VIGILANCIA SANITARIA

Consultas / Certificado de Boas Praticas

Drug Products

CNP) da Empresa Solicitante

Q

Tipo de Certificado Origem da Empresa Certificada
() CBPF () CBPDA [ INacional [linternacional
Periodo de Publicacao do Certificado Periodo de Validade do Certificado

Data Inicia = Data fina = C = Data fina =
Linha de CBPF Formas Farmacéuticas

Selecione - Selecione -
Classe Certificacao

Selecione -

Liberacao paramétrica

[ Isim[INGo
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https://consultas.anvisa.gov.br/#/certificados/
https://consultas.anvisa.gov.br/#/certificados/
https://consultas.anvisa.gov.br/#/certificados/

Agéncia Nacional de Vigilancia Sanitaria - Anvisa
SIA Trecho 5 - Area especial 57 - Lote 200
CEP: 71205-050
Brasilia - DF

WWW.anvisa.gov.br

www.twitter.com/anvisa_oficial
Anvisa Atende: 0800-642-9782
ouvidoria@anvisa.gov.br
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