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CEENVER:

Ingenuity, expertise, and knowledge as the core.

BRAVER.

A new perspective, the creation of a different
paradigm in the sterilization sector.

Clever so braver means being strategic
partners in sterilization and bio-
decontamination solutions for major

players in the pharmaceutical industry.
With 70 years of experience, Fedegari
remains committed to the future with
an ever-relevant vision.

Today, Fedegariis a global
leader in providing highly
customized integrated solutions
for the biotechnological and
pharmaceutical industries.




KNOWLEDGE
(A5 1n = CORE

& Our culture

We share our know-how with the market to create lasting value and raise
industry standards. Enhancing process knowledge has always been,
and will always be, at the heart of Fedegari.

& Our method

Sterilization by design: we have transformed experience into a method.
Sterilization is not an added step; it is the process itself.

Every phase is designed from the very beginning with sterility as

the core principle.

Knewledge drives business growrin.

Inne\ate




RESPONSIBILITY
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Standing behind the sterile process
means sustaining it over time, proven
by more than 7 decades of expertise
and a global presence built on that
commitment.
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PROXIMITY
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With nearly 10 thousand systems in
operation worldwide and a commercial
and service network spanning over 100
countries, our presence is not symbolic:
itis operational.

We remain structurally connected to
sterile processes wherever they are
critical.




@é%? 0

® Data R ©
o Science
Tech Tech
Center Center
O Albuzzano 7

Bruxelles

BE ITA

A Learning
Campus

Experience

Tech
Center

Singapore
ASIA

O @ Data
Science

o
o @ Data
Science

O
=
© Tech o © . . N O ¢
) Science Center
o Sellersville
USA Vadodara

INDIA

LIVING
KNOWEEDGE

Learning Campus Experience is Fedegari’'s knowledge infrastructure: the framework
through which expertise is transformed into method. Through LCE we connect our global
Tech Centers and Training Centers into a single knowledge network, continuously feeding
customer processes, thus supporting collective well-being.
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CUSTOMER
SOJCEOSER

We believe high-level discussions drive strategic
growth, which is why we open direct access to the
people who make a difference.
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Sales

Project
managers
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Together
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R&D +
engineering

Key account
manager

Process experts
& Data Science

Product experts

Customer
care support
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HUMANS
Process EIRSH) Q
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] Through advanced sterile process design, human
intervention in critical operations is reduced,
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TERILIZATION
BW D) zg:@m CUSTOMIZED

Sterilization by design is our clear identity: integrating SUERILZZATION
quality, compliance and innovation from the very first

process decision, so that sterility becomes not just an

outcome but a designed certainty.

INTEGRATED
SOUEUNIGNS

STOPPER
PROCESSING

It is not just
about technology.
It is about listening.
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CONFIGURABLE
SOLUNTENS

: '."\D | | = 7
- : < J . i
®
' LOW TEMPERATURE &-} WASHING

STERILIZATION SOLUTONS
PROCESS CONTROLLER
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LIFECYCLE
ACCOUNIYABT I

Standing behind the sterile process, over time.
Ensuring integrity, business continuity and performance across the lifecycle.

O SOFTWARE
UPGRADES
O SYSTEM
INTEGRATION
O SERVICE CONTRACTS
& MAINTENANCE REPAIRS
& SPARE PARTS
O MODIFICATIONS
O CONSULTANCY,
CYCLE VALIDATION,
QUALIFICATION 1Q/0Q/PQ REVAMPING
O
CHAMBER
REMOTE & INSPECTION
O
A FIELD ACTIVITIES HARDWARE & CERTIFICATION
RISK /, UPGRADES

O ASSESSMENT
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INTEGRATED HUMANS FIRST
SOEUNIONS TR ARIKS 1O [RUMARNHESS

Fedegari's ultimate goal is to enhance collective well-being by helping our clients This pursuit of excellence is realized every day through the design of state-of-the-art
develop advanced sterile therapies through effective, safe, and accessible solutions. technologies for production of sterile products, eliminating the need for human intervention
in critical processes.

Some examples
of process integration

FOF + FCTS

Moist heat sterilization + isolation
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FOF + FCDV

Moist heat sterilization + bio-decontamination




CUSTOMIZED
SHERIEIZANTIO N e

facilities or the
reconversion

Herein lies our strength: the ability to blend a scientific approach, innovative drive, ng ones

and unique expertise in the Field of sterilization.

FOW

Superheated water for heat
sensitive primary packaging

MOIST-HEAT STERILIZERS

FOF

Moist heat for solid
and porous load

We ensure the right
process, at the right time,
and at the right cost, fully
respecting the highest
technical and quality
standards

DRY-HEAT STERILIZATION

FOD

Dry heat sterilization
and depyrogenation ovens
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FOAF

Moist heat-air mixture for solid,
closed liquids and syringes
terminal sterilization

i
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CUSTOMER SO CLOSER
EXEERISESO

VISTIONARIES

Our culture drives transformation, and customer engagement is not just a goal but
a mission. It is the key to revolutionizing the sector and improving the quality of life on
a global scale.

LOW TEMPERATURE STERILIZATION

FODV

Hydrogen Peroxide
for heat sensitive materials
with deep vacuum

Stability and
Repeatability of any cycle.
The process controller

auto-adjusts peroxide
levels via feedback
control loop and gas
detectors.
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ISOLATION &

BIOIDECONTTAMINAION

Being closer to our clients means shaping the future of the bio-pharmaceutical and medical
device industry together, turning every challenge into an opportunity for innovation.

FCDV

Chemical bio-decontamination units
with Hydrogen Peroxide

FCTS

Sterility Test Isolators
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DOUBLE PURPOSE

FOFH

Moist heat sterilization
+ Hydrogen Peroxide decontamination

SOLEUMIONS

Sharing knowledge and adopting a collaborative and practical approach allow us
to work side by side with our partners from the early stages of sterile design,
transforming innovation into tangible results for a cutting-edge pharmaceutical industry.

We proudly present
our one-of-a-kind
solutions that seamlessly
combine two essential
applications.

FOWS

Steam washing + moist heat sterilization
for solid and liquids loads

P

EE
=0
= NI FOS , BIER

of stoppers + machine parts
PP P \ + BIER integrated system control, all in one

Washing and moist heat sterilization ) o
# Moist heat sterilization
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WASHING

SOLEUMIONS

Fedegari offers a wide range of innovative solutions and full support on cleaning

process optimization to meet the most demanding requirements.

CUSTOMIZED SOLUTIONS

FWS

Steam washer for pharma and |
bio pharma production

Simplifying Annex 1
compliance through the
implementation of
validated washing is our
forward-thinking
approach.
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CONFIGURABLE SOLUTIONS

FGW

Washer for Cosmetics,
microbiology, vivarium,
NCN or low classification areas

High-performance

washers: these machines
represent a cost-effective

solution for the highest
performances.

FIT

Washer for pharma and
bio pharma production




CONFIGURABLE

HORIZONTAL SOLUTIONS

SIERIEIZAION

We elevate where the market commoditizes, delivering value together everywhere

it matters. Always ready, so you can be too.
THINK BIG, ACT SMALL: The power of Fedegari's expertise faster, simpler, smarter.

VERTICAL SOLUTIONS
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FVG

Moist heat sterilization
for cultural media
and porous loads

FVA

Moist heat sterilization
for culture media and liquids

SMART.
It is the present and
future - accessible,
immediate, and designed
to empower both
customers
and dealers.

FOB2/FOB3

Moist heat sterilization

for most demanding applications
= =
»

Y FOB4/FOB5

i Moist heat sterilization

e for complex sterilization
processes

EXCELLENCE.
It is the legacy of
Fedegari - engineering
mastery and unwavering
reliability.
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PROCESS TS

CONINROI=

THS5 is the first process controller designed natively
around UX and Accessibility principles.

Because governing the sterile process also means
making it impossible to misunderstand.

Phase-Group Control

Digital sequence mirrors
physical phenomena
Cycle stability structurally
embedded.

Cybersecurity
GMP data integrity as process

defense Lifecycle resilience.

hisgisjoun
RIROCEESSHAIRST
foundation

User Experience as
Process Responsibility

ISA 101 structured interface
WCAG-compliant
accessibility.

Native System Integration

PLC-based
SCADA / MES / Historian connectivity
Continuity through equipments and
plant ecosystem.
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FLOW CONTROL
MONITORING

Iffyeufcaniimeasurchitivoulcanifimproyveht

Environmental +
Financial Returns

Reductions in steam and water
usage also lower costs, making a

solid business
sustainability.

Resource
Efficiency

Minimizing steam usage
lowers boiler load and energy
costs; cutting water usage
reduces both operational
expense and environmental
impact.

case for
/\ Comprehensive
\' Data for

Decision Makers

With systematic logging and
aggregated analyses, managers can
set objective sustainability KPIs and
monitor them in real time.

Cycle Time Reduction

By optimizing certain ramp or holding
phases, a cycle can be shortened,
increasing overall throughput.
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CYCLE
DEVEEOBMENII

When process integrity is
established and proven before
impacting production.

CcQV

CUSTOMER CARE EXGERIISE
CQV and quality as a lever
for performance.

Y 0

TRAININGS

Being a worldwide excellence for know how, CAEEMY

competences and reliability to Customer needs, Where knowledge generates

capable of being local enough to listen the voice of value and drives the Future.

the customer, but global as well to bring value,

everywhere it is, in one unique organization. SERVICE AND
M/ATNTE NN S

Maintenance is crucial for ensuring
the reliability, efficiency and process
longevity.

UPGRADES &
REV/AMING

Update, enhance and
compliance.
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CYCLE
BEVETORMEN])

New process cycles are defined, designed and
developed in collaboration with our process experts
within Fedegari’s global Tech Centers, equipped with
the latest technologies and systems.

Our Tech Centers worldwide ensure proximity and
sustained technical responsibility, to ensure that
process integrity is established and proven before
impacting production.

DEVELOP OFF-LINE

Cycle parameters are engineered,
challenged and validated under
controlled and reproducible
conditions on Fedegari’s
systems.

ELIMINATE
PRODUCTION RISK

By developing and validating
cycles on our machines, customers
eliminate production risk while

maintaining full control over
process definition.

IMPLEMENT
WITH CONTINUITY

Once approved, validated
cycles are transferred to
production systems preserving
process continuity
and compliance.

_~

4 Tedhn Camtars worlcdwicde
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CcQV
EXXRERMISE

Complexity is sometimes unavoidable. Complication is Not.
We deliver safe, compliant and efficient systems without
delay, doubt, or deviation, combining regulatory insight,
technical execution, and digital innovation to make CQV
and quality a lever for performance.

=0
e

Commissioning Digital Specialized
Qualification Validation by Trainings
& Validation

Kneat
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SERVICE &
MAINEBENANGCE

Innovation that drives performances.
Performing preventive maintenance is crucial for
ensuring the reliability, efficiency and process
longevity.

PREVENTIVE
MAINTENANCE

A set of scheduled services to inspect,
repair, or replace machinery and
equipment components, aiming to
prevent failures, reduce downtime, and
optimize production efficiency.

2

CORRECTIVE
MAINTENANCE

We reply to your unplanned
maintenance needs activated in
response to failures, malfunctions, or
sudden problems that compromise your
daily operation.

SERVICE LEVEL
AGREEMENT (SLA)

Our commitment to service level on
time to action. Defines clear
expectations among us, monitoring our
capability and responsibility towards
your needs.
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UPGRADES &
REV/AMBING

UPDATE

Hardware & software periodical
upgrades are required to Renew your
machines at the state-of-the-art.
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ENHANCE L
We support customers' journey
through targeted actions in terms of COMPLIANCE

performance, safety and

UlnELRR Upgrade to the latest regulatory
sustainability.

standard requirements, such as GMP
and ANNEX1.

37



TRAINING
ACADEM\Y

Where knowledge generates value and drives the future.
To train means to build. From enhancing skills to
professional development, we place knowledge at

the heart of every transformation.

ya Y ULV2  Process

@ wvalidation
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