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Le problematiche
affrontate da uno fra

i principali produttori
di vaccini con sede

in Brasile sono state
risolte con successo
da una specialista
italiana dallesperienza
ultraventennale

nel settore del
controllo della micro-
contaminaziong:
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Flexibility made in Italy supporting immunobiology
The challenges faced by one of the leading vaccine manufacturers based in

' Brazil successfully solved by an Italian specialist with more than 20 years'
l  experience in the field of micro-contamination control.

Instituto Butantan is a Brazilian public company and one of the biggest
producers of vaccines in this South American federal state - responsible of
almost 50% of all vaccines production - and the national most important
developer of Anti-Venom serum — producing and distributing 90% of them.
Its production volumes are quite remarkable, considering that more than 80
million doses of Influenza Vaccine only are manufactured in its facilities every
year. All this, together with the commitment in R&D activities - frequently
conducted hand-in-hand with leading industry partners - makes Instituto
Butantan one of the world's leading pharmaceutical players.

A wide portfolio

A global centre of excellence in biomedical research, it produces a significant
share of the hyperimmune sera used in the National Immunisation Programme.
Also export sales in more than ten destinations in South America and Europe
have a significant impact on its overall business.

Even extremely well-established company like Instituto Butantan may face
challenges that can require the support of specialised partners to be solved. As,
for instance, the need to bio-decontaminate with V-PHP technology (i.e.
vaporised hydrogen peroxide) the departments dedicated to the development
of flu vaccines.

Quality of service, first and foremost

To this end, Instituto Butantan worked for years with a local service provider to
carry out the required bio-decontamination operations twice a year. When the
production plants expansion contributed to increase services request and,
consequently, the associated costs, Instituto Butantan looked for an altemnative
solution that could offer more flexibility and less need to adapt to the availability
of an external supplier.

At this point, Amira - headquartered in Italy, supported by its Brazilian distributor
Partitec, proposed Bioreset generators for the bio-decontamination with V-PHP
technology.
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Un supporto affidabile
per gestire sfide
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A customised solution

An eminently professional consulting approach characterised the dialogue
between Instituto Butantan, Partitec and Amira from the outset.

This helped to identify the solution that fully met the client's URS (User
Requirements Specification) for the development of the bio-decontamination
cycles related to the specific production facilities, as well as to support the
resolution of few later challenges.

More than ten Bioreset Plus were supplied - all monitored by a software
specifically developed for the customer to manage remotely the different
Bioreset performing the cycles in the various areas as a unique equipment.
Turboflow, a system optimizing the distribution of hydrogen peroxide to reduce
cycle time and simplify the repeatability, was part of the solution too.

The proposed solution enabled Instituto Butantan to perform bio-
decontamination cycles in complete autonomy, with optimal humidity control
and in compliance with 21 CFR-11 regulatory specifications.

Instituto Butantan could also rely on the flexibility and availability of the two
partners to perform unscheduled bio-decontamination services that required
the management of temporary import/export of additional Bioreset units.

Reliable support to handle tough challenges

Interview with Felipe Catanzaro de Moraes - Production Coordinator of
Instituto Butantan

With reference to the entire project with Amira/Partitec, what were the
main critical issues and how they were solved?
The Butantan Institute is characterized by large production sites that require

the use of many equipment together. The greatest challenge was to set the
correct and most effective equipment layout to decontaminate the entire and
different production areas and achieve the perfect organism inactivation.
Amira and Partitec’s support helped us with this.

What is the ‘state of the art’ of the solution implemented in Instituto
Butantan plants to date and which added value, in terms of efficiency,
work organisation, etc., has been achieved?

Amira equipment allowed the decontamination in many production sites and
laboratories of Butantan Institute. The process is quickly and efficiently way by
our own team, also providing a cost reduction.

Looking to the future, are there any improvements/new goals that could
be implemented/reached thanks to the same collaboration strategy?
The Butantan Institute has currently increased its production variety, and the
decontamination of production areas between the production of different
strains requires the optimization of decontamination cycles to serve all the
production sites without activity interruption. As Instituto Butantan's production
sites are large, optimizing the decontamination cycle time is necessary to
comply with the current demand.



