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A turnkey approach

Complete environmental monitoring solutions
for critical environments, ready from day one.

In pharmaceutical manufacturing, isolators play
a vital role in protecting product quality

and patient safety. They are designed to

create highly controlled environments where
contamination risks are tightly managed and
evidence of control is essential.

Environmental monitoring within isolators
should support this goal, not complicate it.
Yet for many projects, monitoring becomes
a source of delay, complexity and risk,
particularly when multiple systems, suppliers
and integration steps are involved.

This guide explores how a turnkey approach
to isolator monitoring simplifies delivery,
reduces project risk and supports compliance
from the outset, drawing on Pharmagraph’s
experience in monitoring critical environments
where performance and reliability matter most.
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onitoring matters in isolators

Isolators are typically designed to provide a Grade A
environment, where the highest levels of contamination
control are required. By physically separating operators
from critical processes, they reduce risk, but only when
environmental conditions are continuously monitored
and understood. Some important considerations of
Isolator monitoring are:

EU GMP Annex 1 makes clear that Grade A
environments must be continuously monitored
for both viable and non-viable particulates.
t optional;
xpectation.

and evidence needed to demonstrate that
isolator conditions remain within defined limits.
This supports sterility assurance, enables
informed decision-making and underpins

| Environmental monitoring provides the data
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Effective isolator monitoring is not just

‘ a technical requirement. It is a foundational
element of a strategy, one
that must be reliable, repeatable and aligned
with regulatory expectations from day one.
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Challenges without a turnkey solution
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Projects often involve bespoke integrations,
disconnected responsibilities and duplicated
effort across suppliers. This can lead to
delays during installation and qualification,
inconsistent documentation and increased
risk during validation.

Without a coordinated approach, teams may
face extended project timelines, unexpected
costs and greater downtime, particularly
when changes are required or issues arise
post-installation.
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When isolator monitoring is delivered through fragmented
systems and multiple vendors, complexity quickly increases.

Over time, these challenges can impact
not only compliance confidence, but also
operational efficiency and long-term system
performance. What should be a controlled,
predictable element of the isolator becomes
another variable to manage.

A lack of integration doesn’t just slow
projects down, it introduces uncertainty
where certainty is essential.




The turnkey IMS advantage

A turnkey integrated monitoring system (IMS)
brings monitoring, integration and compliance
together as a single, coordinated system.

Rather than managing multiple
suppliers and bespoke interfaces,
teams receive a pre-engineered
approach designed to work as
part of the isolator environment
from the outset.

At the centre of Pharmagraph’s
turnkey isolator monitoring
approach is enVigil IMS, a proven
integrated monitoring system
designed for critical, regulated
environments. With enVigil IMS,
coordination extends beyond
software alone. The platform

is hardware agnostic, with in-
built drivers for all major particle
counter and viable air sampling
brands. This enables isolator
manufacturers to integrate with
enVigil IMS once and deploy

a consistent environmental
monitoring system across projects,
regardless of the end user’s
preferred equipment vendor.
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Unlike many monitoring
approaches, where each

particle counter brand operates
its own proprietary software

and integration requirements,
enVigil IMS provides a single,
validated platform. This removes
the need to manage different
monitoring software environments
on every project and significantly
reduces engineering variation.

A turnkey approach replaces
uncertainty with clarity,

allowing isolator manufacturers
to standardise their monitoring
offer while retaining the flexibility
their clients expect.

Ready from day one

Pre-defined architectures
and proven configurations
support faster deployment and

One integration, multiple
hardware options
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A single point of responsibility
reduces complexity and

smoother qualification.
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Compliance built in

Monitoring strategies are aligned
with regulatory expectations from
the start, supporting consistent
validation and audit readiness.
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simplifies communication across
the project lifecycle.

For isolator manufacturers,
this delivers key advantages:

Reduced coordination
complexity

Working with one monitoring
platform simplifies communication,
documentation and system ownership
throughout the project lifecycle.

Scalable and future-ready

Solutions are designed to adapt to
different isolator configurations and
evolving operational requirements.



Pharmagraph’s approach ' B o

enVigil IMS operates in the background of the isolator system architecture.
It feeds alarms and status information directly to the isolator HMI,
ensuring operators interact with a single, unified interface. Monitoring
data is synchronised to support batch reporting, audit trails and lifecycle
documentation without adding additional operator burden.
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Rather than requiring separate software With a global presence supported by a network
environments for each monitoring device, of regional representatives and partners,
enVigil IMS consolidates environmental data Pharmagraph supports isolator installations
into a single validated platform, maintaining worldwide, providing local coordination with
consistency across projects and sites. global technical oversight.
Pharmagraph also operates with a dedicated This combination of technical flexibility,
IMS team. The same specialists work dedicated expertise and international capability
collaboratively with isolator manufacturer allows isolator manufacturers to deliver
engineering teams from design through a robust, scalable monitoring solution without
commissioning and validation. This continuity introducing additional integration risk.
builds strong working relationships, reduces
miscommunication and ensures monitoring
is aligned with the mechanical and control

system architecture from the outset.
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Customer benefits in practice

In practice, a turnkey approach to isolator
monitoring simplifies delivery and reduces
pressure on project teams.

Instead of coordinating multiple suppliers and By removing repeated integration
managing bespoke interfaces, customers benefit from challenges, isolator manufacturers

a clearly defined monitoring solution that is designed, can standardise their monitoring while
integrated and supported as a single system. retaining flexibility for client preferences.

Typical outcomes for isolator manufacturers include:
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Integration Support for multiple Reduced coordination
completed once, particle counter and with multiple
reused across projects viable sampling brands monitoring software
without redesign vendors
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Smoother HMI Consistent Global support
integration with unified documentation capability aligned
alarm handling packages with international
across installations deployments
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ughout the lifecycle

A turnkey solution extends beyond installation.

Pharmagraph’s dedicated IMS team supports
isolator monitoring systems throughout their
operational lifecycle, from initial project delivery
to long-term compliance and performance.

Support includes:
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Project coordination Ongoing service,
and system integration maintenance and
technical support
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Training and onboarding Assistance with change
for operators and management and
quality teams system evolution

This lifecycle approach ensures monitoring
systems remain aligned with operational
needs and regulatory expectations over
time, not just at the point of handover.




Partner with the Experts (4 t ’
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When isolator monitoring is critical, "
simplicity, reliability and compliance matter. \

A turnkey approach removes unnecessary complexity,
reduces project risk and delivers monitoring systems y
that are ready to perform from day one, supported ' I

by proven expertise in critical environments.
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Pharmagraph can help bring clarity
and confidence to your approach.

Talk to our expert IMS team about . T
simplifying isolator monitoring 3 | -

Contact us
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Pharmagraph is a specialist provider of environmental
monitoring, calibration, and compliance solutions

for GMP-regulated industries. We help organisations
maintain data integrity, regulatory confidence,

and patient safety, every day.

Y Tel: +44 (0) 1252 861700

PA  sales@pharmagraph.co.uk

@ www.pharmagraph.co.uk

Pharmagraph

Glossop House, Hogwood Lane,
Finchampstead, Berkshire. RG40 4QW

Pharmagraph is a division of Acquisition Systems Ltd

Finchampstead | Runcorn | Stirling | Lisburn
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