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LEGISLACAO

e Lein® 6.360, de 23 de setembro de 1976

Disp6e sobre a vigilancia sanitaria a que ficam sujeitos os medicamentos, as drogas, 0s insumos farmacéuticos
e correlatos, cosméticos, saneantes e outros produtos, e da outras providéncias
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» Decreto n° 79.094, de 05 de janeiro de 1977

Regulamenta a Lei no 6.360, de 23 de setembro de 1976, que submete ao sistema de vigilancia sanitaria os
medicamentos, insumos farmacéuticos, drogas, correlatos, cosméticos, produtos de higiene, saneantes e outros.

* Resolucao - RDC N° 16, de 28 de marco de 2013

Aprova o Regulamento Técnico de Boas Praticas de Fabricacdo de Produtos Médicos e Produtos para
Diagnostico de Uso In Vitro e da outras providéncias.

* Resolucdo — RDC N° 39, de 14 de agosto de 2013

Dispde sobre os procedimentos administrativos para concessao da Certificacdo de Boas Praticas de Fabricacédo
e concessao das Boas Praticas de Distribui¢do e/ou Armazenagem.

* Resolucdo RDC n°. 185, de 22 de outubro de 2001

Dispde sobre o registro de produtos médicos na Agéncia Nacional de Vigilancia Sanitaria — ANVISA.

* Resolucdo - RDC n°. 15, de 28 de marco de 2014

Dispde sobre os requisitos relativos a comprovacao do cumprimento de Boas Préticas de Fabricacdo para fins de
registro de Produtos para Salde e da outras providéncias.

“Art. 1° Esta Resolucdo define os requisitos relativos a comprovacdo do cumprimento
de Boas Praticas de Fabricacdo - BPF necessarios para fins de registro de produtos
para saude.”
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PANORAMA HISTORICO

EVOLUCAO DE PETICOES DE CBPF ATE PUBLICACAO
DA RDC 183/2017
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PANORAMA HISTORICO

EXPECTATIVA DE AGENDAMENTO DE
INSPECAO antes da RDC n° 183/2017
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RDC 183/2017

Novo modelo para certificacao

Concessao da Certificacao de BPF por meio de:
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MDSAP;

CMDCAS - empresas gque estdo migrando para MDSAP,;
Troca de informac0Oes entre Autoridades Sanitarias;

Relatorios IMDRF (conforme diretrizes WG/N24);

Relatorios de organismos auditores reconhecidos pela Anvisa;

Analise de Risco realizada pela Anvisa.
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PRINCIPAIS MOTIVOS DE EXIGENCIAS DOCUMENTAIS

» Envio de certificados, em vez de relatérios de inspecéo;

* Relatérios sem traducdo (devem estar traduzidos para inglés, espanhol ou
portugués);

* Relatorios tipo “acompanhamento” sem estarem complementados com o relatorio
Inicial;

» Relatérios com solicitacdo de plano de acdo desacompanhados da comprovacao
da implementacéo dessas agoes;

« Fabricante Internacional recusa fornecimento de informacdes ao importador (pode
enviar informagdes diretamente a Anvisa).
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CRITERIOS PARAAANALISE DE RISCO ANVISA

» Fabricacéo de produtos estereis;

« Linhas de Produtos;

» Diversidade de tecnologias;

« Compartilhamento de areas/equipamentos/utilidades com outros produtos;
« Classe de risco dos produtos;

» Existéncia de sala limpa, sistema agua ou controle ESD;
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CRITERIOS PARA AANALISE DE RISCO ANVISA

« Empresa foi anteriormente inspecionada pela Anvisa?

« Empresa foi inspecionada por organismo reconhecido pela Anvisa?

* Houve emissdo de exigéncias técnicas nas inspecoes?

* Houve resultado insatisfatorio?

« Empresa foi inspecionada por autoridade regulatoria de paises do IMDRF?

» Empresa possui certificacdo de conformidade nacional (eletromédicos)?

» Existem registros de nao cumprimento de requisitos de impacto direto no produto final
(Cap. 5e 6 da RDC N°16/2013)?

» Existem produtos da empresa sendo comercializados no Brasil?
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CRITERIOS PARAAANALISE DE RISCO ANVISA

« Existe evento adverso confirmado ou sob investigacdo no Sistema Notivisa?

« Existem alertas, sinais ou comunicados de tecnovigilancia emitidos por
autoridades do IMDRF?

« Existem inconsisténcias documentais?

« Empresa faz parte de grupo com sistema de qualidade global avaliado
positivamente em inspecOes anteriores da Anvisa?

« Empresa esta localizada em pais integrante do IMDRF?
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EXEMPLOS DE RELATORIOS DE INSPECAO RECEBIDOS

I ébncmstons

Conclusions refatingtothe audit: Yes No
- Reliability of the audit g S
- Respect of audil's objectives =
- Statement that all activities planned o be audited have been audited X 0
. Statement that all requirements relatad to standards clauses and sub clauses specified in the = o

audit pian have been audited.
If no, piease justify.
: e mwmmaw‘n S

The quality system is well implemented; it gives confidence regardlng its ability to satisfy his eustbmers and to
reach company’s obj

Commitment of the management and the people met during the audit allowrs maintsining effeciiveness of the
Quality Management System of the company.

The company has demonstrated a good expertise in his technical knowledge ¢ of the products.

However demonstration of product's compliance to the state of the art and to the regulatory aspects has to be
mprovedand progresses are expecied to fix the highlighted issues and to prevent any occumrences in the near

Moxeaver it seems necessary to find additional resources to integrate the new regulatory and normative changes |
that are arriving (new I1SO 13485 standard, new regulation, MDSAP..) and maintain a sufficient quality level.

Audit Team’s cettification recommendation

Based on a favorable rev:ewofachonplanﬁwewmpanywﬂlsubmttheLeadAudrtorwﬂlhaveﬁ;eioﬂwmg
recommendation :

Mankmnceofheems@geatﬁmﬂonmdafollowmbtﬁmmaprmn-co«bmhes

The Lead auditors condusions are one of the elements taken into account by LNE/G-MED in the cerlification process. it
neither presumes nor constitutes the final decision of LNE/G-MED

NONCOD‘OR‘ITIESES_TABUSHEDNTMS Amﬂ(ﬁﬂﬂﬂl non eonformity coming from previous audit)

Major : £Ee Minor - 6
REVIEW OF NONCONFORMITIES ESTABUSHED DURING THE PREVIOUS AUDIT
Major not closed : 0 Minor not closad : 0

For an initial and renewal audit Mdmclmdmwmmwmw“ :
is 2 pracandition for inifiafing cerfification decision.
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EXEMPLOS DE RELATORIOS DE INSPECAO RECEBIDOS

Based on the objective avidenes, the audit team confirme that the audit objectives have been met. The :
audit team concludes that the company’s Quality Managament System

[0 conforms with the audit criteria as specified above,

&I does not fully conform with the audit criteria as specified above. :
The dudit team did identify nonconformities. [ : !
R;?ecr‘ to See Findings LnZt for more details including follow-up actions.

The audit team recommends:
issuance/update/continuaﬁon of certificates |
Issuance/update/continuation of certificates upon successiul closure of findings list.
Suspension of certificate

Withdrawal of certificate

Reduction of certificate scope

OC0®RO
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Your next steps
NCR close out process

Corrective actions with respect to nonconformities raised at the last assessment have been reviewed.
Actions were not found to be effectively implemented in all areas. Such areas, identified in subsequent
sections of the report, will be further reviewed for closure at the next assessment. 3
2 minor nonconformities requiring attention were identified. These, along with other findings, are
contained within subsequent sections of the report,
A minor nonconformity relates to a single identified lapse, which in itself would not indicate a breakdown
in the management system'’s ability to effectively control the processes for which it was intended. It is

t

necessary to investigate the underlying cause of any Issue to determine corrective action. The proposed
action will be reviewed for effective implementation at the next assessment,

Please refer to Assessment Conclusion and Recommendation section for the required submission and
the defined timeline.
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EXEMPLOS DE RELATORIOS DE INSPECAO RECEBIDOS

1.1 AUDITOR RECOMMENDATION
[] RECOMMENDED:

The company can be recommended for certification / continued
certification to the above listed standards, and has been found in general
compliance with the applicable regulatory requirements listed above.

X MAY BE RECOMMENDED - Corrective Action Plan Required (Category 2
findings only): -

With the exception of the minor non-conformances noted within this
report, the company was found to be in general compliance with

documented QMS procedures and applicable standards and regulations.

The company may be recommended for certification / continued

certification following timely receipt and acceptance of a satisfactory

corrective action plan for all Category 2 findings noted in this report. :

Effective implementation of corrective actions will be reviewed during the
‘ next surveillance audit. ‘

— ———

Assessment Report.
Your next steps

NCR close out process

Corrective actions with respect to minor nonconformities raised previously have not been implemented.

NO new nonconformities were identified durin ‘
L g the assessment. Enhan i i
assessment findings is contained within subsequent sections of the repg?g SRR N e i
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PARECER DE ANALISE

» Certificar sem necessidade de inspecao;
« Em exigéncia;

» Necessita de inspecao “in loco”
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ADITAMENTOS CONFORME RDC 183/17

Total de peticdes até out/2017 = 438

gl

= Aditamentos = Sem manifestacao
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IMPLEMENTACAO DA RDC 183/17

Analise dos Aditamentos - RDC 183/17
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RESULTADOS APOS IMPLEMENTACAO DA RDC 183/2017
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SITUACAO ATUAL
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Analise das Peticdes CBPF Internacionais
(até 21/08/2018)
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Perguntas?

Obrigada!

Karen de Agquino Noffs

i N :
— o Agéncia Nacional
=1~ de Vigilancia Sanitéria

ANV ISA

www.anvisa.gov.br


mailto:cprod@anvisa.gov.br

