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Vacuum Test For
Ampoules

Glass ampoules are susceptible to damage which may occur
during manufacture, filling or handling i.e. cracks in the glass
ampoule. This test consists of vacuum exposure following the
steam sterilisation phase.

Defective, cracked ampoules will burst or leak when exposed to
vacuum, due to high pressure differential over the ampoule
glass wall. Defective ampoules are then made evident by either
being completely destroyed or by lesser volume remaining in
the ampoule at the completion of the process.

The Product

Every good product is the result of "Good" Research and
Development and ends with "Good" Controls. At Pharma
Access we understand the needs of the customer and it is with
this aim to satisfy the customer that our Research and
Development efforts are aligned.

The Chamber

The Sterilisation Chamber is usually double walled - a inner

S.S.316 or S.S.316L chamber and an outer S.S. 304 Jacket.

Various features have now been incorporated to improve

productvalue :-

e The sterilisation chambers are provided with a sloping
bottom to ensure complete condensate removal from the
system.

e Adequately sized condensate line for rapid condensate
removal for faster cycle times and better temperature
uniformity.

e Special welding technique for welding of nozzles /
connectors thereby eliminating all depressions and bubbles.
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B The Door

Pharma Access now offers the user a choice of two door
designs :-

e The conventional radial arm door

e Fully automatic sliding doors.

Both doors are provided with safety features which prevent :-
¢ Simultaneously opening of both doors.

¢ Opening of the door when the processis on.

e Process lock to permit opening of unloading door only
after successful cycle completion.

Contamination Seal

All double door units are provided with a Contamination Seal to
prevent air transfer when the sterilisation chamber is installed
between two areas with different contamination levels, e.g.
Class 10000 and Class 100.

Process Piping

The sterilisers are provided with pharmaceutical grade S.S.316L
pipelines. All pipelines have a 2% slope for full drainability and
deadlegs not greater than 3D.

Piping systems are provided with pneumatically actuated valves
(piston type or diaphragm) with S.S.316L Contact parts and
teflon seats.

Process pipelines have tri-clamp connection and are terminated
atsingle point for easy installation.

Validation Adaptors

To ensure user-friendly compliance with latest regulations our
equipments are provided with many superior features :-

e Vacuum Leak Test Programme

e Pressure Leak Test Programme

e Bowie and Dick Test Programme

¢ Portsforinsertion of temperature sensors for profiling

¢ Steam and Condensate testing and sampling ports

INnsulation

The sterilisation chamber and the doors (Sliding type) are
insulated with specially compacted mineral glass wool for better
temperature uniformity in the sterilisation space and for
reducing heat losses. The insulation is held together with
stainless steel cladding.

B Cabinet Enclosure

The equipment is skid mounted, for easy installation, and is
provided with a stainless steel enclosure. Service doors are
provided for quick access for maintenance.

Loading Systems

To facilitate quick and easy loading Pharma Access offers
customised solution for handling the vast variety of products.

Specially designed stainless steel carriages are used for
material handling. Carriages are designed keeping in mind
loading pattern for better steam penetration and temperature
uniformity. Fabrication techniques ensure easy cleaning for
higher hygiene.

Floor trolleys have also been developed for carriage transfer
between the different work zones. The trolleys are economically
designed with a view to eliminate operator fatigue and quick and

safe operation.

Steriliser Management
Systems

Pharma Access sterilisation systems can be equipped with any
of the specially designed control systems.

Cost effective Electro-mechanical systems are available for
process automation thereby eliminating risk and inaccuracies
associated with human errors. These systems are essentially
non-microprocessor controlled using hardwire systems in
combination with timers, counters and digital temperature
indicator controller.

More advanced and versatile microprocessor or computer
controlled systems are also available for superior process
control and more advanced regulatory requirements.

Additionally several alternatives for process documentation are
available:-

e Recorders-analog type with pens for pressure and
temperature or additional load temperature.

e Printer with alpha-numeric printout of process parameter.

¢ PC based software for downloading process data to enable
report generation or data archival.

Equipment Qualification

Pharma Access sterilisers are supplied with complete
equipment documentation- DQ / 1Q / OQ protocols, test and
calibration reports, software validation document and pressure
vessel certification.




