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Is a dynamic, full-service
with a robust heritage and
a clear vision for the future.

With a network of state-of-the-art facilities in Europe—specialized in
complex pharmaceutical formulations—and in the United States—
focused on nutraceutical production—Morpho guarantees high
standards of quality and reliability at every stage.

Morpho's capabilities span a wide range of pharmaceutical forms—
including sterile injectables, vaccines, oral solids, semi-solids, and
more—supported by advanced formulation research, clinical batch
preparation, and process validation services.

Dedicated teams of business development, project management

and R&D follow and support tech transfer projects from early stage
(pre-clinical and clinical trials) to commercial production.
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Morpho intends to be recognized
as leading

belonging to a global
pharmaceutical company,
focused on value-added
development and manufacturing
technologies.

Through its three divisions Pharma Tech,

and Nutra & Medical Food (US), Morpho provides end-to-end
pharmaceutical and nutraceutical solutions, tailored to meet the
specific needs of its partners worldwide.
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Pharma Tech

Marino Golinelli

Fine Chemicals
(Biosint)

Nutra & Medical

Food (US)
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is an R&D Pharmaceutical Center and it's an integral part
of the network which also includes five specialized
manufacturing plants worldwide.
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Shreveport (Louisiana)
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Trezzano Rosa
(Milan Area)

Pomezia (Rome)
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Pomezia (Rome):
Labio 4.0 Marino Golinelli

Alanno (Pescara)

Sermoneta (Latina)
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Marino Golinelli

Labio 4.0 is a pharmaceutical
development center inaugurated in 2021
named after Marino Golinelli, founder of
Alfasigma S.p.A.
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The plant consists of:

500 m2 Pharmatech lab

500 m2 Analytical Dev Lab

1000 m?2 Oral Solid Pilot Plant

100 m?2 Dedicated warehouse

1500 m? Utilities and ancillary rooms
800 m? offices

A total surface of approx 4.400 m?
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The center is located in Pomezia, within
the campus of the commercial production
site, and consists of pharmaceutical
technology and analytical laboratories and
an oral solid pilot plant.

e

The plant consists of dedicated
warehouse, working centers,
laboratories and utilities with a surface
of approx. 5000 m?




Layout Of Pomezia Plant

The plant is organized as a campus and comprises a total of = 25 buildings
(offices, service rooms, canteen rooms, R&D laboratories)

OFFICES

R&D

MFG DEPARTMENT
4 main areas
2 business units, Solids and Liquids

WAREHOUSE
= 11,000 pallet slots

QUALITY CONTROL
Test laboratories/sampling areas

Oral solids

Poliuso
(offices)
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LABIO 4.0 - Project Layout
Ground
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Pharmaceutical
Technology

Product development at Lab-scales & Kilolab

DoEs for troubleshooting, problem solving, process
optimization

Solid state characterization

New formulations development
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Laboratories and Kilolab main equipment train

Granulator vacuum dryer Hot melt extruder

Pan coater Microfluidic equipment
Fluid bed Sieving/milling

Spray drying Dissolutors

Tablet press machine HPLC
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Pan Coater Nanoparticles microfluidic system
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Q [ J
n a I t I C a I Analytical support for: Development, validation and
Formulation Development transfer of analytical methods for

Process optimization APl and impurities determination
m Technology transfer
ev e O p e n Impurity, characterization,
Products release identifications and preparation
Genotoxic impurity evaluationin DS
Stability study on: and DP
Preliminary selected
formulation Reference Standards of API and
CTM material for related Imp. preparation &
supportive purpose certification
Stress study Dissolution test/profile

Analytical Method Development & Validation

Impurities characterization

Release Analysis & Certification

Stability studies
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Analytical
Development & QC

Liquid Chromatography Systems
(Empower network)

Waters Alliance, UPLC, ARC
Agilent 1290
Thermo Vanquish

PSD, XRPD, IR, NMR"" (500MHz),
DSC &TG

LC /MS

Thermo Triple Quadrupole Mass
Spectrometer

Thermo linear TrapMass
Spectrometer

GC /FID & GC/MS

Stability Chambers

25°C+2°C; 60%RH+5%RH

30°C£2°C; 65%RH+5%RH

30°C+2°C ; 75%RH+5%RH
40°C+2°C; 75%RH+5%RH

10+75°C (For degradation
Stress study)

5°C+3°C

-20°C+5°C

Analytical Method Development & Validation

Impurities characterization

Release Analysis & Certification

Stability studies
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Analytical Development & QC

i

LC and GC/MS lab

NMR lab. Stability lab. Solid state lab.
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Oral solids pilot plant

Product development Scale-up

Production for Clinical Trials (Phases |, Il & IlI)

Small batch size commercial production

Scale-Down for troubleshooting, problem solving,
process optimization
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The plant is built in a GMP environment, AIFA approved, of
approximately 2000 m?, managed and controlled by a qualified
HVAC System that allows to maintain the clean room

(manufacturing area) under grade D.

It is composed by 10 Working Centers, each one suitable to

manufacture a specific process step:

Dispensing

Film-coating

Solution preparation

Capsule Filling

Granulation Primary Packaging gggg
Mixing () IPC @

Compression

Washing Area

600
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Oral solids pilot plant

40-100 L
(approx. a batch -size of 7-50 kg)

Product development Scale-up

Production for Clinical Trials (Phases |, Il & Il)

Small batch size commercial production

Scale-Down for troubleshooting, problem solving,
process optimization
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O ra I S O I i d S p i I Ot p I a nt Separated Working Centers &5;14;10 ug/m3 (OEB

Isolator for APl weighing
Split Valves CIP/WIP Integrated
Systems

Active/Passive Technology

Product development Scale-up

Production for Clinical Trials (Phases |, Il & Il)

Small batch size commercial production

Scale-Down for troubleshooting, problem solving,
process optimization
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Oral solids pilot plant

Granulation

Film-Coating Capsule Filling Primary Packaging IPC Washing Area
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Why partnering
with Morpho

Combining development and manufacturing capabilities with a
strong commitment to solving customers’ challenges, Morpho
stands out as both a solution provider and a trusted partner.

Driven by patient-centered innovation, Morpho aspires to deliver
solutions that place patients and their needs at the core of every
project.

Looking forward, Morpho is strategically positioned to become a
leading tech-driven specialty CDMO.

By focusing on innovation, differentiated technologies and
long-term partnerships, committed to creating exceptional value
for our clients.




Thank You

If you want more information please
contact the Morpho - CDMO Office:
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