Automatic glove tester )

Comercer, of Italy, is marketing an automatic
glove tester designed to meet the latest GMP
Annex 1 needs.

Annex 1 of the EU Guidelines to Good
Manufacturing Practice Medicinal Products for
Human and Veterinary Use came into
operation in March 2009 and details
requirements for the manufacture of sterile
products in order to minimise the risks of
microbiological, particulate and pyrogen
contamination. Within these guidelines, the
document dedicated to isolator technology
states: “Monitoring should be carried out
routinely and should include frequent leak
testing of the isolator and glove/sleeve system”.

The AGT automatic glove tester has all the
features that make testing a simple and

complete operation. It can be used to test
glove integrity in conformity with the pressure
decay method ISO 14644-7 Annex E.5 (test in
positive pressure).

It can also perform the leak test of an
isolator chamber/glove box through a flange
(or cover) equipped with a differential
pressure transmitter and a temperature
sensor, supplied with the equipment.
Standard features also include an integrated
thermal printer and touch-panel.

The system can be equipped with one to
three glove test modules. Each module can
test four gloves, enabling a maximum 12 of
gloves to be tested simultaneously.
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THE ISOLATION SPECIALIST

The AGT glove tester can also be
used to leak test glove boxes
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Isolation technology with application

in Pharmaceutical, Nuclear Medicine
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Our Solutions

« Isolator for Aseptic
Production and Sterility
Testing

« Isolators for Highly
Active Compounds
(HAP1) suitable for OEB 5

« Isolated Filling Lines for

Solids / Liquids

.

Our added value

« Turn key-solution: from

project to validation
Customized project for
increased ergonomic
design

« Proven Experience with

integration of
pharmaceutical

« RABS (Reduced Acces machineries
Barrier System) and « Fully PLC controlled
C-RABS systems to minimize
human errors
Our Services « Software Development
« Project Evaluation and Documentation
- Design GAMP 5 compliant or
« Production CFR 21 PART 11 upon
« Installation request
- Validation « Fully certified ATEX
+ Training machinery on request
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