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In 2004é 
European legislation created a pathway for the 

approval of biosimilar medicinal products 

 

 

A biosimilar medicine is a medicine 

which is similar to a biological 

medicine that has already been 

authorized (the óbiological reference 

medicineô) 
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Strategic Benefits of Biosimilars 

425-50% lower Costs in Private and Public Payers 

4Increase 10-30% Treatment Access 

4Local Production assure the local Supply 

4Local Industry development increase the Potential of New Developments 

4In Argentina Biosimilar production starts in 1992, 12 years before than 

Europe.  Nowadays, AMEGA BIOTECH  is a Regional Leader in Biosimilars 

Production. 
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AMEGA biotech 

ωFounded in 2005 

ωBased on three major acquisitions:  

  - GEMABIOTECH: R&D site since 1998 

 

             - PCGEN: producing since 1992 (IFN alfa, GM-CSF, IL-2) 

 

  - ZELLTEK: producing EPO since 1995  
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R&D Sites 

 

=Gema  R&D 
     Buenos Aires 
 

=Zelltek R&D 
     UNL, Santa Fe 
 

=Gema Preclinical 
    Testing Site 
     Buenos Aires 

 
 

Present Corporate Structure: 

CORPORATE OFFICE 
San Isidro, Buenos Aires, Argentina 

 Production Sites 
 

=Gema   
     Production Plant 
     Olivos, Prov. Bs Aires 
 

=Zelltek  
    Production Plant 
     (Euca) 
     PTLC, Santa Fe 
 

=Zelltek  
    Production Plant 
     (Proca) 
     PTLC, Santa Fe 

 Pharmaceutical 
Company 

 
=PCGen 
     Buenos Aires 
 
 

AMEGA biotech 
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BIOSIMILAR PRODUCT DEVELOPMENT 

Product Choice 

Process Dev D 
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Comparability 

Analytical 

Pilot API 

Lots 

Finished Product 

Preclinical, clinical 

Process Validation 
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Tec Transfer 
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Aim 
Development of platforms  

for biotherapeutic production 
 
       Requirements: 
 

ωScalable 
ωTraceable 
ωRobust 
ωUpdated 
ωGMP compatible 

Research and Development 
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CEO 

General  
Manager 

R&D  
Director 

              ZELLTEK                             GEMABIOTECH                   

Analytical Development 

Downstream Processes 

Upstream Processes 

Organic Synthesis 

Cloning 

Cell lines & Bioprocess 

Analytical development 

Purification 

 Cell Bank Quality Control 

 R&D 
ORGANIZATION 
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Biopharmaceutical Product Development 

Development Phase 
 
ω  Sequence analysis 
ω  Vector construction 
ω  Analytical methods 
ω  Cell transfection 
ω  Clone amplification  and 
    selection 
ω  Bioprocess  
ω  MCB/WCB 
ω  Recovery 
ω  Small-scale purification 
ω  Purification scale-up 
ω  Development lots 
ω  Stability studies 
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EFICACY SAFETY 

Eficacy and Safety  depend on: 

 PAminoacid Sequence 

 P 3D Structure 

 P Disulphide Bonds 

 P Glicosylation 

PPurity 

PBiological Activity 

Biosimilar 
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Clinical  

Safety & Efficacy 

PK/PD 

Preclinical 

Biological  

characterization 

Physicochemical  

characterization 

Comparability is demonstrated at all levels 
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 Comparability 
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 Comparability 
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Glycoform analysis IFN beta 1a, ESI-MS 

 Comparability 
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Isoform composition, Etanercept, cIEF 

Enbrel 
 
 
 
 

Etanercept Gema 
 

 Comparability 
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Isoform composition, Etanercept, RP-HPLC peptide map 

Enbrel 
 
 
 
 
 
 
 
 

Etanercept Gema 
 

 Comparability 
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 Acceptable changes in quality attributes of glycosylated biopharmaceuticals 
NATURE BIOTECHNOLOGY, VOLUME 29, APRIL 2011 
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4Complete protein sequence determination 

4 Early and extensive analytical development 

4Full control and documentation of cell line and cell bank development 

4High cell productivity in SFM 

4Simple and efficient purification steps 

4Extended team work within R&D and  with Production staff, including tec 

transfer procedures 

Keys of Biosimilar Development 
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Erythropoietin Alfa generic to Eprex®  

Interleukin-2 generic to Proleukin® 

Filgrastim (G-CSF) generic to Neupogen® 

Molgramostim (GM-CSF)  generic to Leucomax® 

FSH generic to Gonal-F® 

Interferon Alpha 2a  generic to Roferon-A® 

Interferon Alpha 2b  generic to Intron® 

Interferon Beta 1a  generic to Rebif® 

Interferon Beta 1a generic to Avonex® 

Interferon Beta 1b  generic to Betaferon® 

Peg-filgrastim  generic to Neulasta® 

Somatropin  generic to Nutropin® 

Products 
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Peg-Interferon alfa 2a generic to Pegintron®  

Etanercept generic to  Enbrel® 

Truncated F VIII generic to Xyntha® 

MABs 

Nanoparticles 

Vaccines 

MAbs 

MAJOR PIPELINE PROJECTS 

Biosimilars 

Innovative Products 
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FS Biotecnología 
Sectoral Argentinean Fund for Biotechnology C 
άDevelopment of Biotechnological Products and Services for Human Healthέ 
Public-private Consortium: UNL (Fac.Bioqca y Cs Biológicas, Lab Cultivos 
Celulares) ς Zelltek S.A. ς Gemabiotech S.A. 
 

INTI 
Industrial Biotechnology Center, Industrial Technology National Institute 
 άDevelopment of  Analytical Methods and Production Process of Recombinant 
tǊƻǘŜƛƴǎέ 
 

FS Nanotecnología 
Sectoral Argentinean Fund for Nanotechnology (ANPCYT ςMINCYT) 
άDevelopment of a Technological Platform for the Development and 
Production of Intelligent Nanotransportersέ 
Public-private Consortium: UNL (Fac.Cs. Veterinarias) ς Eriochem S.A. ς 
Gemabiotech S.A. 
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4Strong Investment in R&D 

4Coordinated Investments in Facilities 

4Maintenance of Highest International Quality Standards 

4Pipeline defined over the Partner´s demand  following complete 

feasibility analysis  

4Global Generic Partners 

4Broad Product list 

4Collaborations with Scientific Institutions 

Succesful Strategic Principles 
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