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activities, evolution of the Brazilian medicines
market, regulation, harmonization and
convergences applied to the pharmaceutical

industry.
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Legal attributions SINDUSFARMA

The attributions of Sindusfarma, like those of any other
Brazilian trade unions, are provided in the Labor Code, and
basically include:

- the conduction of studies, legal protection and coordination
of the category;

- collaboration with governmental authorities and other
associations towards social solidarity and serving the
country’s national interests.
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Main attributions SINDUSFARMA

v'To assist entities, memberships and professionals in all
regulatory and technical subjects;

v'To promote events, plenary meetings, and informative bulletins
to updating proposes.

v'To develop and offer a continuous education annual programs;

v'To provide technical information by publishing manuals and
books;

v'To conduct collective bargaining, agreements, interchange,
and cooperation programs with national and international

organizations.
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Services | SINDUSFARMA

The services provided to members in different fields of
expertise include:

e newsletters reproducing the legislation and regulations
applicable to the pharmaceutical industry;

e coordination of working groups to study specific themes of
interest for the category with a view to organizing the entity’s
position or structuring educational programs;

¢ scheduling informative meetings with members to spread
and comments on regulations newly incorporated to the
applicable legislation;
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Services Il SINDUSFARMA

v’ customized services for members;

v issuing letters on an exclusive basis to enable members to
take part in public bids;

v managing the BES (Sindusfarma Employment Jobs Bank),
for both new applicants and pharmaceutical industry
demand, connected with the PAP (program to support
professionals);

v others
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Structure Brazilian Industry Representation 0
SINDUSFARMA

CNI .

Brazilian
Industry
Confederation

Industry Federation
FIESP - Sao Paulo State
26 Federations - Brazil

1250 Brazilian Industry Syndicates
Congregates: 350.000 companies




Human Medicines production units @
Number of establishments/States SINDUSFARMA

Position: 31/12/2012
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Human Resources — Human Medicines Production o
Number employers/States SINDUSFARMA
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Brazil - Human Medicines value chain data flow 0
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Brazilian Market — Pharmacy channel
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MERCADO FARMACEUTICO - BRASIL (Canal Farmécia)

Vendas em Reais (R$), em Dolares (US$) e em Unidades (caixas)

Periodo: 2003 a 2014(**)
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Brazilian Generics Human medicines - (Pharmacy Channel) o

Proportion with total market
Period: 2003 a 2013
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PHARMACEUTICAL PRODUCTS - CHAPTER 30 OF NCM
Evolution of Brazilian Exports/Imports - Period: 1997-2014 @

SINDUSFARMA
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Brazilian Pharmaceutical Industry o
Legislation SINDUSFARMA

Requirements for drug market authorization
Innovators — RDC 136/2003

Generics — RDC 16/2007

Similar -RDC 17/2007

Specifics — RDC 132/2003 (OTC included)
Biologics — RDC 315/2005

Phitotherapics — RDC 14/2010
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Homeophatics — RDC 26/2007




Brazilian GMP evolution O
SINDUSFARMA

1995: GMP Inspection — Resolution SVS N° 16/1995,
according WHO 1975.

2001: GMP Inspection — Resolution Anvisa n®
134/2001, according WHO 1992 and Mercosur.

2003: GMP Inspection — Resolution Anvisa n®
210/2003, according WHO 1992 — with local proposals
2010: GMP Inspection — Resolution Anvisa n® 17/2010
according WHO 2006 — with local proposals




Convergences efforts Brazil — Japan related to o

] , t d quality of medicines.
efficacy, sajety and quality of SINDUSFARMA

v'To learn how could be points of convergences in order to
reduce asymmetries in:

v'"Good Manufacturing Practices

v'Good Distribution Practices

v'To know the PMDA initiatives related to track and trace
of medicines;

v'To learn how could be implemented the PIC/S to
perform inspection extra-zone.




Convergences efforts Brazil — Japan related to 0

] , t d quality of medicines.
efficacy, sajety and quality of SINDUSFARMA

v'To learn how could be points of convergences in order to
reduce asymmetries in:
v'To know the different categories of medicines and how
could be criteria to establish convergences related to have
drug market authorization;
v To learn how PMDA are conducting knowledge related
to safety and efficacy of essentials and non essentials
amino acids used in food supplements;
v’ To study the convergences and eventual asymmetries
phamacovigilance system;
v’ To learn how could be a process for the cooper
between Brazilian and Japanese P




Convergences efforts Brazil — Japan related to o
efficacy, safety and quality of medicines.
fficacy, sajety 9 y of SINDUSFARMA

v'To learn how could be a cooperation between PMDA —

ANVISA in order to contribute for a program to include ANVISA
in the ICH concern, considering to attend contingency demand

of Japan;

v'To establish a continuous cooperation process between PMDA
— ANVISA to reduce regulatory asymmetries.




Tornando acessivel o saber

PES - Programa Educacional Sindusfarma

Com uma ampla gama de acdes voltadas para a difusao do conhecimento
e a educacao continuada, o Sindusfarma atende a demanda da industria
farmacéutica pelo aperfeicoamento continuo de seus profissionais.

SINDUSFARMA EDUCATIONAL PROGRAM

B Fraine & B v ¥ B Dl
A i R i

EC |
@ ,’@Bpﬁ @ Rumm FELIF
“.PAP _

P E s aucicown
EDUCACIONAL
SETF DECD
Tornando acessivel o saber. e
i & Protocolos
Plﬁﬂfcgﬂfé de Cooperacao

Trabalhos (ST Técnica

Do i © et i [t e 2




PES - Sindusfarma Educational Program
SINDUSFARMA

Sindusfarma is a pioneering entity in the publication of manuals and
books for the Pharmaceutical Industry oriented to occupational
safety issues. Collection with 14 volumes.

1




PES — Sindusfarma Educational Program
SINDUSFARMA

Sindusfarma is a pioneering entity in the publication of manuals and
books for the Pharmaceutical Industry, particularly on technical-
regulatory issues. Collection with 20 volumes.




PES — Sindusfarma Educational Program |

TRIBUTARY COLLECTION

ARRECADAGAO FISCAL
NO BRASIL 2005 A 2011

AMPLIANDO A INSERGAO
INTERNACIONAL DOS
SETORES FARMOQUiMICO E
FARMACEUTICO BRASILEIROS:
ALTERNATIVAS ESTRATEGICAS
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Ampliando a Insercdo Internacional Iniciacéo a Classificacéo Fiscal
Arrecadacéo Fiscal no Reducédo do ICMS dos Setores Farmoquimico de Produtos da Industria
Brasil: 2005 a 2011 sobreMedicamentos e Farmacéutico Brasileiros: cae Correlatas
Alternativas Estratégi




Sindusfarma Institutional Books
SINDUSFARMA

Edicoes Comemorativas - Commemorative Publications

livio25  Sindusfarma - Sindusfarma - Atra Educacional  Colar Candido Fontoura 15 Anos de Historia - Sindusfarma
Janeifos - 7p¢cadas - TrajetGria de Ideais  d0 Sindusfarma - do Meérito Industria Prémio Sindusfarma 833{‘?")5

1997 2003 e Conquistas - 2006 2009 Farmacéutico - 2011 de Qualidade - 2011




\\\ W

The “Cdndido Fontoura do Mérito Industrial Farmacéutico Collar ”
intended to honor those personalities who stand out for rendering
significant services to the industrial pharmaceutical sector and to
associative entities of the Pharmaceutical Industry in Brazil.
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The Sindusfarma Quality Award is a recognition for the
previous year’s outstanding pharmaceutical companies
and suppliers, in different categories, to reach the quality
standards required by the sector.




Boomerang award B
j l GST award \ ¥ 4
Lo PES award SINDUSFARMA

The Boomerang Awards for best practices in training and development,
recruiting and selection is a recognition of the efforts of our members in
these activities.

GST — Work Health and Safety Management, commitment to compliance
with the Regulatory Standards issued by the Labor Ministry, which reflects
in the reduction of occupational accidents.

Ceremony — MAM (Modern Art Museum) — August 15th, 2012.
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Promotes integration among the professionals of member companies, encourage and

stimulate and reward sports teams and individual winners.
It is an annual event with games and exhibits, under the slogan "Healthy Living is our

movement."
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Brazil — Life Expectation
SINDUSFARMA
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Conclusions o

SINDUSFARMA

v'The “1st Brazil-Japan Seminar on pharmaceuticals
and medical devices regulations Time Line” is a real

opportunity to joint both ANVISA & PMDA to learn
with each other to reach more benefits for Brazilian
and Japanese population;

v'To start a process of cooperation with identification
of regulatory asymmetries and convergences;

v'To establish a project to increase commercial trade
and cooperation for R&D of medicines.
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SINDUSFARMA
Obrigado!/Thank you!

www.sindusfarma.org.br

Lauro D. Moretto
Executive Vice President
lauromoretto@sindusfarma.org.br



http://www.sindusfarma.org.br/
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