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Production and handling of HPAPI or toxic products (in gas, liquid or powder form) need the complete
product separation from the environment to protect the operators. A negative pressure regime is
maintained within the internal volume of the isolator. Turbulent airflow is generally adopted.

The operator accesses to the inside of the isolator via glove ports or half-suit.

Containment level from 10 ug/m?® down to the low nanogram level are guaranteed with adequate
designs and configurations.

FPS is the trusted containment partner of many leading OEMs. This requires a long collaboration and
gives FPS a complete understanding of the process. The result for the customer is a bundle solution
where both the process equipment and the isolator work seamlessly as one unit.

Isolators for HPAPI Production are available for many applications: Laboratory, Synthesis, Filtration
& Drying, Production Reactor Charging, Process vessel discharging, Pilot Milling & Micronization,
Production Milling & Micronization, Dispensing,...

Dustiness Potential

Quantity handled Low Medium High

Micro (<10g) EPO EPO EPY EPO — EPO

Small (<10.000g) EP1 EP1 EP2 EP1 EP3 EP2

Medium (<100 kg) EP2 EP1 EP3 EP2 EP4 EP3

Large (>100 kg) EP3 EP2 ppa 53 gL
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Milling & Micronization
Synthesis Pilot Size
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High Containment
Isolator for oup. E limit O\EE EPO | EP1 | EP2 | EP3 | EP4
Micronization group xposure limi (solids)
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Process vessel charging Process vessel discharging

Milling & Micronization
Production Size
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The containment of the formulation activities of HPAPI Oral Solid Dosage Form requires high integration
with the process machines without affecting their functionalities and performances. The goal is to
guarantee to the operator the best use of the process equipment while assuring high containment.

FPS has collaborated with leading OEMs for many years and providing the newest technologies for their
processes.

The process is kept separated from the environment by means of closed rigid walls around the
formulation machines. Suitable air barriers are provided when continuous operations are requested.
Dedusting machines and powder suction units can be integrated inside the isolators to provide a higher
containment.

Negative pressure regime with turbulent airflows is typically used. Isolators are generally supplied with
glove ports. We can guarantee a Containment Performance Target down to the low nanogram level.

Typical applications are spray dryers, granulators, extruders, mixers, powder screens, tablet presses,
capsules filling, pan coating machines and blistering machines.

OSD Isolators are also used to contain the following processing: dispensing, In Process Quality Control
(IPQC) and HPLC analysis.

Formulation
|
Dispensing units / Dispensing units / Tablet press, complete with
Large quantities Small quantities metal checker and de-dusters
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Containment system for blister machine

Multi-chamber isolator with fully integrated blistering machine to
process batches of capsules/tablets.

«@WER VOICE

FPS is proud to introduce the first isolator with integrated vocal commands. This technology, developed
in partnership with SIEMENS, is applicable to all types of isolators.

Laboratory

| | |
Capsule filling Pan coating IPQC Laboratory
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Custom isolators
for HPAPI,
ADC and Sterile
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FEPS. Food and Pharma Systems S.r.l.

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

Production and Test Facilities
Via Romagnoli, 3 - 29017 Fiorenzuola dArda (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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