Where
science
turns into
products

Etanercept
Factor VIII
Parathyroid Hormone
Interferon Alfa-2a
Interferon Alfa-2b
Peg-Interferon Alfa-2b
Interferon Beta-1a
Interferon Beta-1b
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Filgrastim
Peg-Filgrastim
FSH
Somatropin
Interleukin-2
Molgramostim

Reaching
Goals

“...the mountain
challenges us and
makes us stronger
in confidence...”

Pe a k o f H u a y n a
Potosí

Pre-summit esplanade,
peak of Huayna
6,080 meters above sea level.
Hundreds of expeditions
start from this snow-covered
peak every year, aiming at the
summit through the east face.

Challenges

driving

new visions

Innovation, scientific talent and commitment
AMEGA Biotech - leader in development, production and commercialization
of biotech products for human health- is located in Argentina. Exporting
recombinant proteins worldwide and focused on central markets
registrations, AMEGA Biotech is the leading regional producer.
Our work and vision are directed forward. Our core operations are based
on a comprehensive design and integration of all the processes involved
in the production of high technology products, from cell engineering to API
production and Finished Dosage Forms manufacturing.
Our development and production model is a competitive advantage in the
regional and world biotechnology industry, allowing us to face the future and
constant challenges of a dynamic field.
We contribute to the future of biotechnology by understanding its high
impact on society and its benefits on human health.

We want to advance across
borders developing, producing and
commercializing high-quality and
first-to-market biogenerics to palliate
and/or cure significant human medical
diseases. Our core values guide
our actions, committed to improving
society’s quality of life.

E X C E LL E NC E
F OR A B E TT E R
F UTUR E

“...we reach the summit
with the heart and
courage...”

Di P a s q u o S u m m i t

Di Pasquo Summit, snowed
chain of Cachi
6,380 meters above sea level.
This summit is part of a
milestone expedition in female
mountain climbing history.
Under the Mountain Women
project, women from all over the
world were able to summit the 9
peaks of the mounatin chain at
Cachi for the first time.

When

the goal is in sight,
d e t e r m i n at i o n m a k e s t h e d i f f e r e n c e
Fill-finishing
• Established network of partners with
GMP approved facilities allowing
access to world markets.
• Guaranteed fill-finishing quality.

Integrated value chain to guarantee
the highest quality

Pre-clinical /
Clinical Platform
• Experienced clinical team: oversees

Our organization has set precedent for a dynamic production model,
including all the processes in the biopharmaceutical production chain as
well as quality assurance, from the Active Pharmaceutical Ingredient (API)
to the Finished Dosage Form (FDF).
AMEGA Biotech has fully integrated its development and production
operations, controlling the process all the way from clone selection to
the production of the purified protein and the formulation of the finished
product. This advantage allows our organization to offer its customers
added value through our integrated value chain, with the guarantee of the
product origin and consistent quality of its products.

study protocols and information

Process Development
• Development, production, purification,
characterization and testing of a broad
range of recombinant products.

• Generation of Master Cell Bank and
Working Cell Bank.
Production
• High-end internationally-audited
manufacturing plants.

confirming quality, safety and efficacy
of our products.

Promotion and Distribution
• Access to world markets through
strategic alliances with leading local
partners.

• Careful selection of potential
distributors to create long standing

partnerships.
• Marketing support.

“...when you reach
the mountain top,
climbing down from
there is not easy...”

Mount Fitz Roy

Afanassieff Trail
1,550 meters.
This trail is one of the longest at
Mount Fitz Roy (3,375 meters
above sea level, Chalten) and
was opened in 1979 by a team of
French mountain climbers.

Excellence

leading

to growth
A dynamic structure that favors synergy
through collaboration
With over 20 years of experience in biotech industry, AMEGA Biotech is one
of the first biosimilars producers to integrate all the processes leading to a
biotech Finished Dosage Form. From cell engineering to API production and
Finished Dosage Forms manufacturing, the company owns the know how and
technologies to develop a wide range of biosimilars.
AMEGA Biotech is committed to provide adequate confidence that its products
will satisfy the requirements for quality. In this context, cGMP standards
became a crucial framework for our production activities and for the design of
our production sites.
At present, the organization’s production processes are carried out at the sites
located in the provinces of Buenos Aires and Santa Fe (Argentina), supported
by strong development, pre-clinical, clinical and Quality Control platforms.
Our processes and workforce at production facilities deliver consistent product
quality and translate directly into increased productivity and efficiency.

P r o c ess
Deve lop ment Sites
( 1 1 0 0 m 2)

OUR S I T E S

Production Sites
( 13700 m 2 )

Buenos Aires Process
Development Site

S a n ta F e P r o c e s s
Development Site

B uenos A ires P roduction S ite

S anta F e P roduction S ites

This site was founded in 1998 and
it is focused on the development,
production, purification,
characterization and testing of
a broad range of recombinant
products. The site is responsible
for Master Cell Bank and Working
Cell Bank generation and control for
production sites.

The site started operations in 1992
at the “Universidad Nacional del
Litoral”. It has a pilot plant for scaling
up where existing processes are
optimized or validated and new
processes are developed. Sharing
facilities and equipment resources
with the University, the department is
a national example of the successful
integration between public and
private sectors.

This production site started
operations in December 2005, in a
surface area of 1.500 m2 arranged
into two independent production
areas for production in mammalian
and bacterial cells. The site houses
full Upstream and Downstream
processes for obtaining the Active
Pharmaceutical Ingredients, ready
for its formulation and filling,
including full analytical capabilities,
microbiology and cell-based assays.

Construction of productions
sites started in 2008 following
highest international standards in
biopharmaceuticals production
(mammalian and bacterial cells
fermentation and high molecular
weight proteins production). With
a total surface over 10.000 m2, our
three plants at Parque Tecnológico
Litoral Centro (Santa Fe) increase
AMEGA Biotech`s production capacity
significantly and contribute to gain
access to international markets.

F inis hed Pr oducts
Quality Contr ol Si t e
( 450 m 2 )
Pre-clinical and
clinical studies site
( 520 m 2 )

B uenos A ires P arque A ustral
P roduction S ite

B uenos A ires F inished P roducts
Q uality C ontrol S ite

B uenos A ires P re - clinical and
C linical S ite

This production site has a surface
area of 2000 m2 for production of
recombinant proteins. Construction
started in 2013 following international
standards of Good Manufacturing
Practices. The site includes storage
room for raw materials and Active
Pharmaceutical Ingredients, Quality
Control rooms and qualified areas
for biopharmaceutical production
technologies.

This site is fully engaged in quality
control procedures for finished
products. Investments in dedicated
technology led to significant
achievements in Finished Dosage
Forms portfolio.

This site includes animal facilities
and histopathology labs. Our inhouse preclinical platform facilitates
a full and stronger product history
at our own facilities and increases
knowledge on our own products.
An experienced clinical team
oversees conduction of clinical
studies, study protocols and data
confirming quality, safety and
efficacy of our products.

Corporate offices are located in
Parque Austral, a business campus
that provides specific infrastructure
in communication and production for
industrial development.

From these

offices we coordinate and guarantee
integration among all sites and
conduct the strategic and commercial
activities of the company.

“...no climbing
ends in summit,
but at home...”

Climbing to peak
of Tres Cruces

campsite at 6,000 meters
above sea level in the peak
of Tres Cruces
Climbing to the main peak of
one of the highest and most
emblematic mountains of the
boundaries between Argentina
and Chile.

Going

beyond goals

AMEGA Biotech, our people
We firmly believe that our people are our most important asset and our
guarantee of the successful achievements of our goals.
AMEGA Biotech combines the best-qualified professionals and scientists in
the field and designs skillful and creative working teams that share our vision
and values. This highly qualified resource is the key engine in our contribution
to biotechnology and in our search to improve people´s quality of life.
The team includes experienced scientists, with a significant rate of PhD
degrees. Their solid trajectory supports their expertise in a broad range of
cell cultures such as CHO, E-coli, BHK and yeast cells.

From API to FDF
Etanercept
Factor VIII
Parathyroid Hormone

Where

science turns
into products

Interferon Alfa-2a
Interferon Alfa-2b
Peg-Interferon Alfa-2b
Interferon Beta-1a
Interferon Beta-1b
Erythropoietin
Filgrastim

AMEGA Biotech has a wide range of first and second generation biosimilars.
Current portfolio is made up of 15 Active Pharmaceutical Ingredients and a
broad range of Finished Dosage Forms commercialized in over 20 countries.

Improving patient ’s
quality of life

Peg-Filgrastim

At AMEGA Biotech we all know that

Somatropin

FSH

our work is making a difference in the

Interleukin-2

lives of thousands of patients with

Molgramostim

serious diseases.

We are committed

to their health, their integration into
society and the continuous improvement
of their quality of life.

www.amegabiotech.com
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