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Closed isolators or Restricted Access Barrier Systems are proposed for Sterile applications.
A sterile isolator allows avoiding the use of sterile cleanrooms, reducing the sterile volume around the
process. Turbulent or unidirectional airflows can be adopted for ventilation.

FPS isolators cover the following applications:

e Sterility testing

e Aseptic filling lines

e \essel charging of sterile products

¢ Dispensing

e Sterile milling and micronization

e Vessel discharge of sterile products.

Most applications include an integrated decontamination system (VPHP generator).

The RABS is the right choice for flexible and secure production in existing cleanrooms. A RABS can be
designed as open or closed system (i.e. for toxic products), and can be active or passive. Each RABS is
engineered and optimized according to the process requirements.

FPS offers:

e Active RABS, complete with HVAC and T/RH control

e Passive RABS, with control integration for process machine (filling line)
Retrofitting of existing units can be achieved in a relatively short period of time.
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Sterile API production is possible whenever a sterile environment can be assured during all production steps.
Full understanding and integration of all manufacturing steps are necessary to obtain the desired results.
Isolation technology maintains the sterile environment around the process with minimal space requirements.

FPS designes isolators for the following APl manufacturing processes:
e Filtration and drying

e Filter dryer discharge

e Mechanical screening

e Milling

e Micronization

Hybrid tech

More and more HPAPIs are requested to be manufactured under sterile conditions.
The requirements for sterile manufacturing and operator safety and protection can be met by custom
designed isolators.

((( POWER VOICE

World’s 1st Voice Activated Isolator. FPS achieved a technological breakthrough for the containment
industry: we made to introduce voice control system for isolators.

Sterile solutions
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HPAPI Sterile Dispensing Isolator
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Contained Sterile 6” spiral jet mill

PiLotMiLL-6: jet mill integrated into isolator for processing sterile HPAPI

|
Filter Dryer Discharge Isolator

|




Custom isolators
for HPAPI,
ADC and Sterile
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FP.S. Food and Pharma Systems S.r.I.

Headquarters
Via Vandelli, 20 - 22100 Como (CO) - Italy - Ph. +39 031 543429

Production and Test Facilities
Via Romagnoli, 3 - 29017 Fiorenzuola d’Arda (PC) - Italy - Ph. +39 0523 984930

FPS America LLC:
3 Raymond Drive, Suite 105 - Glendale Ind. Park, Bldg 3 - Havertown, PA 19083 - Ph. +1 484-452-6655

www.fps-pharma.com - info@fps-pharma.com
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