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WHen tHe HIgHeSt operator proteCtIon IS requIred.
the High Containment Isolator System (HC-IS) is a gmp Class 2 modular containment 
enclosure designed for the most challenging containment levels during manipulations 
of potentially hazardous compounds for research & development, production and qC.
Fully custom-designed solutions (HC-IS Series) available according to user 
requirements Specification (urS).

ease of maintenanCe
an integrated compact sliding control module made of aisi 316l stainless steel, containing electrical 
and pneumatic components, allows direct access for all maintenance operations. an external 
monolithic sliding cabinet made of stainless steel aisi 316l is also available alternatively. 
a Virtual private network (Vpn) connection allows a secure and private communication via internet 
network and provides remote access and assistance, updates and maintenance any time, everywhere.

maximum safety.
modular based Configuration
automatiC leaK test
gloVe integrity testing
integrated Wash-in-plaCe (Wip)
ease of maintenanCe
data management
energy saVing
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maximum safety
maximizing operator protection is the primary characteristic of a hpapi containment isolator. 
tema sinergie hC-is assures very stringent hpapi containment levels (≤50ng/m3) thanks to a perfect 
combination of design and manufacturing strategies.
the system is equipped with inflatable and/or static seals made of fda approved epdm (ethylene 
propylene diene monomer) to guarantee air tightness Class ii (iso 10648:2).
the hC-is is therefore the perfect adaptable solution for different applications, such as product 
transfer, manual sampling, Weighing and dispensing operations of high potent active pharmaceutical 
ingredients (hpapi).

modular based Configuration
the system is based on a versatile modular concept: the base isolator configuration is composed of 
a single working chamber which can be easily expanded with additional chambers and/or airlocks.
this makes hC-is perfectly suitable to every need and process.
a select number of available options may be added at a future date.

integrated Wash-in-plaCe (Wip)
the system is provided with integrated manual Wash-in-place (Wip) for cleaning processes, thus 
improving safety for the operators involved in the production of potentially hazardous compounds 
and reducing the risk of possible cross contamination. automatic solutions available upon customer 
request as an option.

automatiC leaK test
the hC-is is equipped with a routine automatic leak testing system which performs an independent 
leak test cycle for each chamber according to the pressure change method (5.2) iso 10648-2(e).

gloVe integrity testing
the hC-is can be equipped with an integrated automatic glove leak testing system (aglts) 
which performs an independent leak test cycle for each glove mounted on the isolator system 
according to the positive pressure decay method described in the international standard iso 
14644-7 annex e.5.
Wireless Wi-fi data transmission based on a tCp/ip protocol. recognition of the glove to be 
tested by means of radio frequency identification (rfid) technology.  detection of holes down 
to 100µm diameter.

data management
the hC-is can also be upgraded with an integrated supervisory Control and data acquisition (sCada) 
– ifix with historian data management software (dms) from ge digital. 
dataWall, a software application developed by tema sinergie for data management, is also available 
upon request.

energy saVing
thanks to the new sustainable low voltage ventilation fans, the isolator has a very low energy 
consumption throughout its life



Key features
- modular based configuration of the system
- fully plC controlled isolator system
- integrated Wash-in-place (Wip)
- handles with integrated safety switch
- led lighting system
- integrated compact control module

general CharaCteristiCs
- main shell structure made of aisi 316l stainless steel
- sheathings and support structure made of aisi 316l stainless steel
- mirror brite internal finishing (<0,3 µm) and scotch brite external finishing (<0,8 µm)
- Weldings ground, smoothed and polished

automation
- integrated sCada - ifix with historian dms available upon customer request as an 

option
- tema sinergie data management system (dataWall) available upon customer 

request as an option
- simatiC ipC277e (nanopanel pC), 7” touch panel with tft colour widescreen 

display
- plC siemens s7 series
- 21 Cfr part 11 compliant
- gamp 5 compliant software development
- Vpn connection for a secure and private communication via internet network - 

remote access and assistance, updates, maintenance and training

 
optional equipment
- rapid transfer port (rtp), and transfer container
- integrated weighing scale & operator panel
- high Containment split butterfly Valve (hCsbV)
- fully automatic Clean-in-place (Cip)
- Continuous liner, and welder
- integrated inert gas distribuition and monitoring system
- rh%+t sensor
- Vacuum dryer
- Vacuum cleaner
- integrated automatic glove leak testing system (aglts)
- integrated 21 Cfr part 11 compliant fda 21 Cfr part 11 paperless recorder 

doCumentation & Validation
- Complete documentation package according to tema sinergie standards
- Complete Validation package, factory acceptance test (fat) and site acceptance 

test (sat)
- installation qualification/operational qualification (iq/oq ) protocols and 

execution upon request
- performance qualification (pq ) protocols and execution upon request
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the company tema sinergie s.p.a. has a quality management system certified by Kiwa Cermet italia 
s.p.a. according to the iso9001:2015 (since 2000) and iso13485:2016 (since 2013) regulations.
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