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Working together successfully
from the first idea
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to the finished product

The pharmaceutical industry is facing
growing challenges: New products need

to be brought to market faster, while quality
and safety requirements are increasing and
formulations are becoming more complex.
As an experienced process partner,

Fette Compacting supports pharmaceutical
and nutrition manufacturers with decades
of expertise along the entire product life
cycle - from the initial formulation idea

to market launch and production.

Our holistic approach combines pharma-
ceutical development with production
technology. The close integration of both
areas results in innovative solutions for
efficient development processes and rapid
time-to-market. The focus is on under-
standing critical material properties and
process parameters at an early stage,
which allows for accelerated confirmation
of progress throughout the entire OSD
lifecycle.

Fette Compacting's services start with
formulation and process development.
State-of-the-art analytics as well as extensive
expertise lead to optimized formulations,
processes and control strategies. When it
comes to technology transfer, customers
benefit from a seamless transition to
production with support during the approval
process. In addition, our experts support
process validation and continuous optimi-
zation.

This partnership creates measurable benefits:
shorter development times and accelerated
market launches with minimized use of
resources. The integration of knowledge

and technology raises the production process
to a new level of quality — for tailor-made
solutions with real added value.




From knowledge to practical value:
The integrated development
and production process

Research and Development

Extended range of services
along the process chain:

QEep

QED knowledge database

More than 75 years of concentrated expert
knowledge from tableting form the digital
basis for process decisions. The QED
(Qualified Expert Database) enables fast,
well-founded solutions for every product
requirement.

Formulation development Process development
Material characterization Control strategy

Analytical laboratory services

Formulation development

The experts in Fette Compacting‘s
Competence Centers support customers
from the early stages of drug development.
From basic formulation consulting to
precise material characterization,

lab solutions combine pharmaceutical
expertise with analytical precision.

Process development

Innovative emulators are at the heart of
holistic process development that translates
an understanding of materials into robust
production strategies. The early integration
of state-of-the-art process analytics (ePAT)
results in validatable processes with maxi-
mum efficiency and minimal product usage.
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Regulatory Support
Process transfer and validation Performance consulting
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Production support
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Technology transfer

The critical transition from development to
commercial production is ensured by a
seamless transfer service. Fette Compacting‘s
ability to provide multiple solutions facilitates
both the smooth transfer of projects,

and adaptive flexibility to changes.

Production

Fette Compacting offers two options

for industrial production: Continuous
Manufacturing with the FE CPS sets new
standards in Continuous Direct Compression,
and processes up to six materials with
throughput rates from 5 to over 200 kg/h.
State-of-the-art tablet presses with inno-
vative containment solutions are available
for classic batch production. In both cases,
users benefit from embedded process
analytical technology (ePAT) for real-time
monitoring of quality parameters.

Process optimization

We provide on-site optimization of ongoing
production processes by experienced
performance consultants. They use sys-
tematic analyses to identify improvement
opportunities and develop tailored optimi-
zation strategies. The spectrum ranges from
increasing efficiency and improving quality
to reducing costs. Regular performance
reviews and targeted service assignments
ensure optimum production conditions in
the long term.
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Lab Services

Based on the Quality-by-Design approach,
the experts at Fette Compacting provide
support in the systematic identification

of critical material characteristics (CMAs)
and develop robust control strategies for

subsequent production.

Powder analysis
and assessment
(CMASs)

Laboratory services:

Advice on new formulations and feasibility studies
Characterization of active ingredients and excipients
Analysis of powder mixtures and individual tablets
Comparative studies of different formulations
Development of optimal process parameters
Clinical Batch

Stability test

Expert support:
Interdisciplinary teams from pharmacy
and process engineering
On-site training and application consulting
Support with method development
Transfer from laboratory to production processes
Documentation in accordance with regulatory

requirements

Process
Development
(CPPs)
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Critical Quality
Attributes (CQAS)



F Lab10

. FETTE

COMPACTING

The F Lab 10 enables material characte-
rization in the early development phase.
The modular analysis system provides a
comprehensive picture of all critical powder
and tablet properties - with minimum
material usage and maximum informative
value for the subsequent production
process.

System variants:

For tablets up to 15 mm

(compression force up to 10 kN)

Flexible integration of additional analytical instruments
Automatic data transfer of all components
User-friendly software for complete data analysis

Analyzing process:

Simple powder compaction with minimum

sample quantity

Precise measurement of all tablet properties
Comprehensive evaluation via computer program
Complete measurement series in less than one hour
Visualization via intuitive graphics
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Emulators

FE CPS
Process Emulator

Fette Compacting‘s emulators enable
the development and validation of pro-
cesses under real production conditions.
This innovative technology accelerates L T
the validation of recipes and the detection
of potential faults as early as the develop- }
ment phase. Unlike simulators, the systems
work without conversion steps and loss

of time.

FE CPS Process Emulator:
Precise emulation of the dosing process
in the FE CPS as the basis for homogeneity
Systematic tests of different refill configurations
Optimization of dosing parameters
for different base materials
Identical HMI control for direct transferability
of dosing recipes
Versatile applicability in development
and production environments



ePAT
Emulator

ePAT Emulator:

Near-infrared (NIR) spectroscopic analysis

under real production conditions

Exact emulation of the Tablet Uniformity (TU)
measurement in the tablet press

Optimization of spectrometer settings

and measurement speed

Calibration and validation of chemometric models
Optional Blend Uniformity (BU) sensor

for comprehensive powder analysis

ePAT
BU Emulator

ePAT BU Emulator:

True-to-original filling device as in the tablet press
Development of spectroscopic methods

under real filling conditions

Integrated BU sensor for homogeneity analysis
Authentic simulation of powder dynamics

in the filling system

cGMP-compliant software integration

for direct method transfer

¥ ePAT-Sensorposition
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FE CPS

Development and scale-up:
Minimal use of materials in early
development (from 5 kg/h)
Generic design and flexible adaptation
of ingredient concentrations as well as
integrated real-time analysis
Direct transferability of development
results
Efficient scale-up without process
adjustments
Up to 90 % material savings compared
to batch development

Process integration:
Processing of up to six starting
materials or premixes
Precise dosing and innovative two-zone
mixing technology
Special powder transport system
without segregation
Installation on just one level with a small
footprint

E/CPS

Production:
Continuous Direct Compression
Significantly reduced process costs compared
to granulation
Flexible throughput rates
from 5 to over 200 kg/h
Processing of a wide range of powder properties
Closed system for high operator
and product safety
High energy efficiency and compact footprint
Simple operation, quick cleaning
and changeover

Quality assurance:
Embedded process analytical technology
(ePAT) at all critical points
Continuous NIR spectroscopy
100 % tablet inspection in real time
Automatic rejection in the event of deviations
cGMP-compliant overall system




TU sensor BU sensor e | / \ |

ePAT (embedded Process
Analytical Technology)
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© by Fette Compacting GmbH

This publication may not be reprinted in whole or part without our express
permission. All right reserved. No rights may be derived from any errors in
content or from typographical or typesetting errors. Diagrams, features and
dimensions represent the current status on the date of issue of this leaflet
We reserve the right to make technical changes. The visual appearance of
the products may not necessarily correspond to the actual appearance in all

cases or in every detail.

Fette Compacting GmbH
Grabauer Strasse 24

21493 Schwarzenbek, Germany
Phone +49 4151 12-0

Fax +49 4151 3797
tablet@fette-compacting.com

Fette Compacting America, Inc.
400 Forge Way

Rockaway N.J. 07866, USA
Phone +1 973 5868722

Fax +1 973 5860450
sales@fetteamerica.com

Fette Compacting America Latina Ltda.

Av. Cambacica, 1200 mddulo 10
Parque Imperador

CEP 13097-160

Campinas/ SP, Brazil

Phone/Fax +55 19 37969910
contato@fette-compacting.com.br

Fette Compacting Mexico, SA de CV
Adolfo Prieto No. 1638

Colonia Del Valle Sur

03100 Mexico, DF, Mexico

Phone +52 55 40000653
tablet@fette-compacting.com

Fette Compacting (China) Co., Ltd.
No. 9 Shengtong Road,

Moling Sub-District,

Jiangning Development Zone,
211111 Nanjing

Jiangsu Province, P.R.C., China
Phone +86 25 52121818

Fax +86 25 52129951
fcn@fette-compacting.com

Fette Compacting Machinery India
Private Limited

Plot No. S 115, Phase Il B

Verna Industrial Estate

Verna, Goa 403 722, India

Phone +91 90498 54568
marketing-in@fette-compacting.com

Fette Compacting Asia Pacific Pte Ltd.

2 Bukit Merah Central #18-01
Singapore 159835, Singapore

Phone +65 6371 1556
infoasiapacific@fette-compacting.com

Fette Compacting Ibérica SL
Avenida Labradores, 1

2?2 Planta, Oficina 3

28760 Tres Cantos, Spain
Phone +34 91 8039689

Fax +34 91 3483052
fcib@fette-compacting.com

Fette Compacting France

2 rue du Centre

93160 Noisy Le Grand, France
Phone +33 1565 812121

Fax +33 155 812120
fcf@fette-compacting.com

Fette Compacting Belgium BVBA
Schaliénhoevedreef 1b

2800 Mechelen, Belgium

Phone +32 15 684260

Fax +32 15 684269
fcbe@fette-compacting.com

EuroPharma Machinery Ltd
Unit 12 Highview

Bordon, Hampshire, GU35 0AX
United Kingdom

Phone +44 1420 473344

Fax +44 1420 488030
admin@europharma.co.uk

Fette Compacting Middle East FZE
Jebel Ali Free Zone, Jafza

Lobby 14, Office 308, Dubai
United Arab Emirates

Phone +971 4 8808226
dubai@fette-compacting.com

Fette Compacting North-West Africa
Tour d’Affaire Nord, Centre Commercial
Bab Ezzouar — Regus 4eme Etg.

16000 Algiers, Algeria

Phone +213 770 117 007
fcnwa@fette-compacting.com

www.fette-compacting.com
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