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FULLY cGMP
COMPLIANT PLANT

Located in Northern Italy Ao SRk S r L8 et
« >350 Employees @ | t Ju rCI n
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Annual output
« 250 MT API & Intermediates
Annual Reach
* >200 Customers
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Broad Capability

- From few Grams to MTs
- >30 multipurpose trains

HIGH Potent
Capability

‘ully segregated (from
warehouse to waste treatment)
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PROJECT MANAGEMENT

From Discovery (Preclinical) to Commercial:
Supporting through all your development

QA Manager for R&D projects

Senior analytical methods dev. & transfer
QC Validation Analysts

Junior analytical methods dev. & transfer

_ R&D Lab
QC Manager ._ _JQU Director Director
QC Lab Manager / 4 Senior Researchers
QA Manager ' ’ Junior Researchers
A
Project

management

R&D and BD Director /
BD Manager

Production
Director/

4 Sr. Techhologist

Engineering

Senior Technologist
EHS Dept.

Junior Technologists

Operations
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Case 1 - Flow Chemistry

Technology improvement by partnership

Customer Request:

- 5 Process Step for Phase I/1I API intermediate to be implemented in
manufacturing plant in 5 months:

= Flow chemistry and semi-batch hydrogenation to be designhed and
implemented

= Organometallic chemistry (highly sensitive and toxic reagent handling)
O PHASE l/ll intermediate

Nitration

A » B

Suzuki coupling

» )

Bromination

» (C

CSTR

Enamine synthesis

\
E

Hydrogenation

Semi-batch
procedure

Step 1 Mononitration of aromatic compound

Challenges:

« Highly exothermic reaction

.....

* Risk of multiple nitrations
+ Heterogeneous mixture (formation of hot spots)
« Instable starting material in reaction condition

Solution:

Reservoirs

Collector s

Continuous Stirred Tank Reactor (CSTR). | 1, ; - | . -

he lab scale CSTR allowed us to reach full conversion

and high selectivity to the mono-nitrated product

From Lab to Plant:

- Lab Scale: Manufacturing of 3 kg of nitrated mixture in 12 h by using 50 mL reactor

- Plant: Manufacturing of almost 30 kg/h of nitrated mixture (4kg/h of Product ) in4 L
CSTR reactor

Equipment designed together with customer to be successful within target times

'~ Feeding pipes

5
_i‘,.s*_

Starting material
, pamp ’ s

Process feasibility and optimization in 3 months
Scale-up manufacturing completed in 2 months

TWO NEW TECHNOLOGIES IMPLEMENTED WITHIN 5 MONTHS
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360° Small molecule
Service Provider

- R&D
Route Scouting
Safety Studies
Process Chemistry
Development
Enhanced Optimization through
QbD
Special Technologies:
« Crystallization Studies
« Wet Milling
 Flow Chemistry
Analytical Development &
Impurities Characterization
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> REAL TEAMWORKING (QUALITY/R&D/OPERATIONS) WITH
CROSS-FUNCTIONAL APPROACH

> IP DISCOVERED IN PROCOS IS FULLY
BELONGING TO THE CUSTOMER

» TRANSPARENCY

» QUICK RESPONSE TO CUSTOMER NEEDS

» FLEXIBILITY TO SUDDEN CHANGES IN CUSTOMER

STRATEGIES - SCHEDULING

Case 2— High Potency APl unit
Technology expansion by internal evaluation

To meet market needs and opportunities in the Highly Potent API field,
Procos built up a brand new unit

Fully segregated unit:

- Independent Warehouse
and waste treatment

- Dedicated RD and QC
laboratories

- Two cGMP manufacturing
trains

For information please contact:

Simone Manzini — manzini@procos.it
Business Development Manager, Custom Synthesis

Paolo Paissoni — paissoni@procos.it
RD & Business Development Director

Warehouse

. Dressing
and Dispensing Room

Rooms

R&D Unit - OEL 10 ng/m?

- Automated reactors: up to 400 mL
- Safety studies in isolator (e.g. Radex,
Easymax)

- Chromatographic purifications in isolator

- Analytical development on site

QC Unit - OEL 10 ng/m?
- All equipment for powder analysis in
isolator

- All suitable instruments for releasing tests
on site (PSD included)

Kilolab Unit - OEL 10 ng/m?

Capabilities in isolator:

- Glass reactors: up to 35 L
— Chromatographic purification: 25 L

column

- Buchner and Lenticular filtration available

— Drying unit: 100 L Tray Dryer

- From tens of grs up to 1kg batch
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Small Scale Unit - OEL 1 pg/m?

Capabilities:

- Hastelloy and Glass lined reactors: up to
300 L

- Chromatographic purification: 100 L
column

- Filter dryer and Lenticular filtration
available

- Between 5kg and 10kg batch

via G. Matteotti, 249

28062 Cameri (Novara) - Italy
Phone: +39.0321.64.22.11
E-mail:procos@procos.it
Web: www.procos.it

VAT IT0O1333300034




