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Tame the beast in your project
A FULL RANGE OF CDMO SERVICES FOR APIs

• Outstanding quality assurance track record

• Strength of process chemistry

• Extensive validation experience

• Flexible and collaborative approach

• Multi-site API manufacturing capabilities

• Handling of complex and multi-step synthesis

• Broad toolbox of classical chemistry

• Expertise in specialized technologies

https://www.novasep.com/
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Novasep provides flexible development and manufacturing 
solutions for APIs & intermediates to innovators  

at a comprehensive range of production scales.  
We offer process development expertise, specialized  

technologies and an outstanding regulatory track record.

 YOUR TRUSTED  
 MANUFACTURING PARTNER 

1

  FDA (USA) 

  �Local authorities (France or Germany)    
Note: Le Mans 2018 - mutual recognition  
of inspection between ANSM and FDA

  PMDA accreditation (Japan)

Manufacturing services  
  �From kg-lab and pilot to full commercial scale

  �Extensive validation experience

 � Wide range of flexible reactor trains from 100L to 12.5m³

 � Clean rooms class 100’000

 � 5 API sites inspected by FDA & EU authorities

  �>40 commercial APIs and advanced intermediates manufactured each year

Strength of chemistry
 � Extensive toolbox of classical chemistry
 � A world leader in:

 ADC: payloads, conjugation
 Hazardous chemistry  
 Industrial chromatography
 Low temperature reactions

Quality assured 
  Outstanding regulatory track record

  �Over 30 successful customer audits 
and regulatory inspections per year

Flexibility
 � Multiple-site strategy

 � �Over 500m3 cGMP reactor capacity with 
a wide range of equipment 

 � �Reactive to changes in customer needs

 � �Strong expertise in DoE to increase 
process robustness & accelerate 
timelines

 � �50+ process steps transferred from 
R&D to manufacturing each year

Project management 
 � �Communication, communication, 
communication!

 � �Over 40 projects successfully 
completed per year

Continuous improvement
  �Ability to develop and implement 
innovative next generation processes 
to extend product lifecycle

Supply chain management 
 � �Tight control of raw material supply

 � �Expertise and China-based team for 
low-cost sourcing

Corporate social responsibility  
 � �Explicit and relevant sustainable  
development policy

  �Alignment with customers’ governance

88

  �More than 30 years of experience in the manufacture of APIs, HPAPIs & cGMP intermediates 
using industrial chromatography 

  �Wide range of industrial chromatography equipment  

	  Batch or continuous operations
	  Chiral separation (SMB) or purification (HPLC)
	  �Over 30 systems installed across 5 sites from grams to tons

  �Chromatography for purification, from process development to commercial manufacturing

Industrial chromatography
  Integrated services for conjugation and payloads

  �From process development, fast-track to clinical supply  
and commercial cGMP manufacturing

  State-of-the art bioconjugation facility 

  �Demonstrated track record of success in the synthesis 
and the purification of ADC payloads (Maytansines (DMx), 
Auristatins, PBDs, Camptothecins (CPT), etc.)  

Antibody-Drug Conjugates (ADCs)

  >10 years of experience with flow chemistry at R&D scale

  �Experience with continuous processes (SMB chromatography) 
including validation

  �Strength of science & methodology (evaluation of potential 
batch to continuous switch)

  Pilot for cGMP production planned for 2022

Flow chemistry

OUR TECHNOLOGIES

  �More than 35 years of experience in commercial manufacturing

  �From R&D to industrial scale

  �Expertise in explosive substances, shock & friction sensitive chemicals  
and self-igniting gases and liquids 

  �Hazardous reactions handled safely, for shorter and cost-effective syntheses 

  �Sophisticated chemical safety studies 

Hazardous chemistry

Process development services
 � Technical transfer

 � Process development & scale-up

 � Analytical methods development, optimisation and validation

 � Process validation

 � Safety assessments

 � Regulatory support

 � ICH stability studies

OUR REGULATORY TRACK RECORD

 OUR SERVICES 

REASONS  
WHY CUSTOMERS 
CHOOSE NOVASEP  

AS A CDMO PARTNER

Highly potent APIsC
  �Successful track record in the scale up, validation & commercial 
production of HPAPIs for oncology & other therapeutic areas 

  �The Le Mans (FR) facility is dedicated to the development  
& manufacture of HPAPIs and cytotoxics 

	  �Equipped to handle APIs and intermediates  
with an OEL below 30 ng/m3/8hrs 

	  �Flexible production capabilities under cGMP  
(30 g – 10 Kg per batch)

  �The Chasse-sur-Rhône (FR) facility offers best-in-class  
CDMO services for APIs and Potent APIs 

	  �Equipped to handle APIs and intermediates  
with an OEL to 1 μg/m3/8hrs

	  �Flexible production capabilities under cGMP  
(up to 350 Kg per batch)More than 30 years of producing commercial APIs and delivering robust commercial processes, 

in full regulatory compliance

  Palladium cross-coupling reactions

	  �From development to validation and routine commercial manufacturing
	  �Buchwald, Heck, Sonogashira, Suzuki, cyanation... reactions
	  �Expertise in palladium recycling (heterogeneous and homogeneous catalysts)

  Hydrogenation and hydride reductions

	  �Hydrogenation up to 20 bars
	  �Large scale hydride reactions using a wide range of reducing agents

  Low temperature chemistry

	  �Ability to handle low-temperature reactions down to -80°C
	  �Seamless scale-up from pilot to commercial scale  

Other technologies
Process development expertise

LE MANS (FR)

POMPEY (FR)

MOURENX (FR)

LEVERKUSEN (DE)

CHASSE-SUR-RHÔNE (FR)

2020 20212018 2019SITE 2017



OUR MANUFACTURING SITES

©
No

va
se

p 
20

21
 / 

03
1-

02
0 

Br
oc

hu
re

 P
ha

rm
a 

Ju
ly 

20
21

 / 
G

ra
ph

ica
l d

es
ig

n:
 A

va
nc

e 
Na

nc
y 

/ D
es

ig
n 

& 
lay

ou
t: 

Em
m

an
ue

lle
 B

ail
ly

© 2021 Groupe Novasep SAS. Groupe Novasep SAS and/or its affiliates (hereafter Groupe Novasep) own or license the copyrights, trademarks, names, logos, and other rights to 
the information in this brochure. No right or license is granted to any other losses for access or reliance and not from access. Any unauthorized use without the express prior written 
consent of Groupe Novasep is prohibited. Disclaimers: The information contained in this brochure are provided “as is”, for informational purposes only, without any representation 
or warranty of accuracy or completeness. In no event will Groupe Novasep be liable to any party for any damages or any other losses from access or reliance upon any information 
contained in this brochure.  

Chasse-sur-Rhône, FR
R&D, kg-Lab, Pilot, Manufacturing,  

Low Temperature, Chromatography,  
Potent APIs, Flow Chemistry

Mourenx, FR
R&D, Manufacturing,  

Chromatography

Pompey, FR
R&D, kg-Lab, Pilot,  

Manufacturing, Chromatography,  
APIs & Biomolecules purification

Leverkusen, DE
R&D, kg-Lab, Pilot, Manufacturing, 

Hazardous Chemistry

Boothwyn, PA, USA 
(USA headquarters)

R&D, Chromatography

A STRONG, FLEXIBLE MANUFACTURING NETWORK FOR APIs  
WITH COMPLEMENTARY TECHNOLOGIES AND A PROVEN TRACK RECORD

Chasse-sur-Rhône

Le Mans Pompey

Mourenx

Leverkusen

Europe
+33 437 282 030

North America
+1 610 494 0447

Rest of the world
+33 437 282 030

Follow us on

Contact our experts:  
pharma@novasep.com

www.novasep.com 

Le Mans, FR
R&D, kg-Lab, Manufacturing, 

Chromatography, HPAPIs & cytotoxics,  
ADC conjugation & payloads

Novasep has more than 30 years of experience in the manufacture of APIs, HPAPIs & cGMP intermediates using industrial chromatography:

    Batch or continuous operations

    Chiral separation (SMB) or purification (HPLC)

     Facilities inspected by the FDA, PMDA and European authorities

•  Over 30 years of experience in commercial manufacturing 
• Outstanding quality assurance track record
• Recognized technical expertise
•  Novasep’s own high-performance automated equipment
•  Proprietary methodology and modeling for optimized scale-up
• Innovative processes
• Customized engineering solutions
•  Wide range of installed equipment on manufacturing sites 
• Flexible and collaborative approach

Did you
know?Did you
know?

INDUSTRIAL CHROMATOGRAPHYINDUSTRIAL CHROMATOGRAPHY

“The HPLC equipment being 
manufactured in-house, it’s a 
really differentiating element. 
Novasep is the expert of the 
chromatographic column. “

“I have very good experience with Novasep as 
we went through a lot with them, such as FDA 
inspections which went very well. I would not 
hesitate to recommend them to other clients.”

“ Novasep has a reputation of being the 
best in the world for having the ability 
to do purification to whatever scale.”

customersWhat our

saycustomersWhat our

say

 A FULL RANGE OF INDUSTRIAL 
 CHROMATOGRAPHY SERVICES FOR APIS 

capabilitiesOurOur
capabilities

SITE SYSTEM TYPE COLUMN DIAM. (mm) PRODUCTIVITY RANGE (kg/wk)

BOOTHWYN, USA
Hipersep® Lab HPLC 50 - 110 0.01 - 10

SupersepTM 20 - 30 SFC 20 - 30 0.01 - 0.5

Hipersep® LPLC 300 0.1 - 5 

CHASSE-SUR-RHONE, FR

Varicol® 6 x 200 SMB/Varicol 6 x 200 25 - 400 

Varicol® Lab SMB/Varicol 6 x 50 - 80 1.5 - 60 

Hipersep® XL HPLC 800 200 - 3000

Hipersep® Lab HPLC 50 - 110 0.01 - 10

Hipersep® LPLC 2 x 800 50 - 300 

MOURENX, FR
Varicol® 5 x 1200 SMB/Varicol 5 x 1200 1000 - 15000 

Varicol® 6 x 600 SMB/Varicol 6 x 600 200 - 3500

Hipersep® XXL (x2) HPLC 1200 400 - 6000

POMPEY, FR

Varicol® 6 x 300 SMB/Varicol 6 x 300 50 - 1000

Varicol® 6 x 200 SMB/Varicol 6 x 200 25 - 400

Varicol® Lab SMB/Varicol 6 x 50 1.5 - 15 

Hipersep® L (x3) HPLC 300-450 10 - 700 

Hipersep® S HPLC 200 5 - 350 

Hipersep® Lab (x2) HPLC 50 - 110 0.01 - 10

SupersepTM 1000 SFC 80 0.01 - 3

Hipersep Bio®      LPLC 100 - 450 0.1 - 10 

LE MANS, FR
HPAPI 

Hipersep® L HPLC 300 - 450  2 - 50 

Hipersep® M HPLC 150 - 300 0.5 - 25

Hipersep® Lab HPLC 50 - 110 0.01 - 10

Hipersep® Lab HPLC 80 - 200 0.05 - 12.5

Demand for Potent APIs is growing strongly, driven by the need for targeted medicines in the oncology field. Potent compounds are Potent compounds are 
characterized by an OEL of 1-10 µm/mcharacterized by an OEL of 1-10 µm/m33/8hrs/8hrs (Band 3A) and such APIs may require commercial batch sizes from ten to several hundred kgs. 
Due to their high pharmacological activity and complexity, the development and manufacturing of Potent APIs require facilities with 
specialized containment, operated by experienced personnel. 

Novasep offers a network  
of 5 API manufacturing sites,  
proposing a comprehensive range  
of production scales  
and containment possibilities. 

If your product has an OEL below 1 µm/m3, our Le Mans site, expert in HPAPI development and manufacturing can answer your needs. 

*lower limit to 1µg/m3 (Band 3A)

   A successful track record in the scale up, validation & commercial production of APIs for oncology such as kinase 
inhibitors & other therapeutic areas

   Specialized technologies such as in-house HPLC chromatography, cryogenic chemistry & ozonolysis as well as 
a broad toolbox of classical technologies including hydrogenation, metal catalyzed couplings & halogenation

   An outstanding regulatory history with recent inspections by the FDA and the ANSM (France)

SCALE FACILITIES* BATCH SIZE REACTOR PURIFICATION & DRYING HVAC & CONTAINMENT MATERIAL

R&
D

4 labs From g to >100g 100mL to 12L - Fumehoods and isolator - Glass 

PR
OD

UC
TIO

N

1 cGMP kilolab  
for chemistry  

+ 1 cGMP kilolab  
for chromatography

From 500g to 5kg
2 reactors  

from 30 to 60L 
(0°C to 130°C)

- Hipersep® Lab  
with 50 to 100mm DAC columns

- Varicol® Lab  
with 50 to 80mm columns

- Filter dryer 0.12m²

- Flexible glove box for charging
- Flexible glove box and continuous 

liner for discharge

- Glass
- Glass-lined

- Stainless steel
- Hastelloy

1 cGMP pilot workshop From 5kg to 50kg 3 reactors   
(250L, 400L, 660L) Isolator for discharge

- Flexible glove box for charging
- Dedicated HVAC units ISO 8 

pressure gradient for discharge

- Glass-lined
- Hastelloy

1 cGMP industrial 
workshop From 50kg to 350kg 5 reactors of 4000L 

(-80°C to 150°C)
- Filter dryers of 1,5m² in Hastelloy 

(750L of wet cake)

- Flexible glove box for charging
- Dedicated HVAC units ISO 8 

pressure gradient  for discharge
- Isolator and continuous liner  

for discharge

- Glass-lined
- Stainless steel

- Hastelloy

•  50 years of experience in API synthesis & purification, bringing robust processes 
for large scale cost-effective manufacturing of APIs and Potent APIs

• Outstanding quality assurance track record
• Recognized expertise in industrial chromatography & low temperature chemistry
• Strength of process development
• Flexible and collaborative approach

Did youDid you
know?know?Did you
know?

POTENT APIS
 A FULL RANGE OF CDMO SERVICES 
 FOR POTENT APIS 

POTENT APIS

Novasep’s Chasse-sur-Rhône site is equipped to handle potent compounds for both clinical & commercial production with a batch size of 
up to 350 kgs and offers:

pharmaceuticals

biopharmaceuticals

bio-industries

agrochemicals

functional ingredients

food ingredients

fine chemicals

Band 1 Band 3A Band 4Band 2 Band 3B

Chasse-sur-Rhône

Le Mans

All sites

1 mg/m3 10 µg/m3 1 µg/m3 0.03 µg/m3

LOW POTENT POTENT HIGH POTENT
Increasing Potency

Figure 1: Novasep HPAPI capabilities by site - Safebridge banding system

OurOurOur

capabilitiescapabilitiescapabilitiesChasse-sur-Rhône
Chasse-sur-Rhône
Chasse-sur-Rhône

Highly Potent Active Pharmaceutical Ingredients (HPAPIs) are mainly used in the oncology field. They have complex 
manufacturing processes due to their high pharmacological activity. Specialized facilities with high containment  
technologies are essential and employees must be highly skilled.

Novasep Le Mans has a proven track record in the development and manufacturing of HPAPIs : 

   15 years of experience in development and cGMP production

   Over 100 commercial and clinical cGMP batches

   Expertise in the main classes of ADC payloads such as 
Maytansines (DMx), Auristatins, Pyrrolobenzodiazepines 
(PBD dimers)

   Analytical and regulatory support (impurities, stabilities, ...)

FACILITIES BATCH SIZE REACTOR PURIFICATION  
AND DRYING HVAC & CONTAINMENT MATERIAL

3 labs From mg to g scale From 0,1 to 2L 
(-60°C to 130°C)

Hipersep® preparative HPLC 
Vacuum tray dryers

Hoods with HEPA filters 
Isolator

Glass 
Hastelloy

2 cGMP KiloLabs  
+ Chromatography Hall From 20g to 500g From 2 to 50L  

(-60°C to 130°C)
Hipersep® Preparative HPLC

Filter dryer 0.03m²

Walk-in hoods with HEPA filters 
Dedicated HVAC units

Pressure gradient
Isolator ISO 7 in ISO 8 suite

Glass 
Stainless steel

Hastelloy

5 cGMP industrial 
workshops From 500g to 10 kg From 60 to 500L  

(-60°C to 130°C)
Hipersep® Preparative HPLC

Filter dryers up to 0.12m²

Dedicated HVAC units
Pressure gradient

Isolator ISO 7 in ISO 8 suite

Glass
Stainless steel
Glass-lined SS

Hastelloy

SCALE

R&
D

PR
OD

UC
TIO

N

HPAPIS ADC PAYLOADS 

•  Over 30 years of experience in commercial manufacturing 
•  Outstanding quality assurance track record
•  Depth of HSE culture & know-how
•  Expertise in industrial chromatography
•  Strength of process development
•  Leading supplier of ADC payloads
•  Flexible and collaborative approach

Did you
know?Did you
know?

HIGHLY POTENT APISHIGHLY POTENT APIS

   Over 30 years of experience in the production of HPAPIs 
and cytotoxics 

   Le Mans is equipped to handle compounds with an 
OEL below 30 ng/m3/8hrs for R&D, small & large scale 
production and QC

   Facility inspected by the FDA, the ANSM (France) and 
PMDA (Japan) accredited 

customers “The Le Mans team has shown a very good 
performance and excellent customer service.” “We selected Novasep for its know-how  

and experience for high potent molecules.  
The process also involves a chromatography  
step, which is one of the undeniable strengths  
of Novasep.”“An irreproachable quality of service 

and for us, it makes a huge difference.”

What our

saycustomersWhat our

say

 A FULL RANGE OF CDMO SERVICES 
 FOR HPAPIS 

capabilitiesOurOur
capabilities

•  Over 35 years of experience in commercial manufacturing 
• Outstanding quality assurance track record
• Depth of HSE culture & know-how
• Expertise in hazardous chemistry legislation
• Support for freight & logistics of dangerous goods
•  Strength of hazardous chemistry process development
• Flexible and collaborative approach

Did you
know?Did you
know?

HAZARDOUS CHEMISTRYHAZARDOUS CHEMISTRY

customers “We will certainly continue to work with Novasep in the future, in 
particular because they have special expertise for hazardous chemistry.”

“On-going projects are running very well at 
Leverkusen, as teams are very close and efficient.”“At Leverkusen, they are able to work with azides and 

experience working with these compounds is very valuable.”

What our

saycustomersWhat our

say

 A FULL RANGE OF HAZARDOUS 
 CHEMISTRY SERVICES FOR APIS 

capabilitiesOurOur
capabilities

Novasep has more than 35 years of experience in the manufacture of APIs & cGMP intermediates using hazardous chemistry:

    More than 20 APIs produced every year

    Facilities inspected by the FDA, PMDA and European authorities.

HAZARDOUS REACTIONS MAXIMUM SCALE SITE COMMENTS 

Azide chemistry 12,500L Leverkusen, DE Leading provider  
in azide chemistry 

Alkyllithium handling 800L Leverkusen, DE
Pyrophoric reagents such  

as tert-Butyllithium handled  
at production scale

Carbon disulfide chemistry 3,000L Leverkusen, DE We can also handle  
any mercaptan

Cyclopropanation 6,000L Leverkusen, DE Diazo reagents  
or Simmons Smith reaction

Hydrazine chemistry 12,500L Leverkusen, DE Gives access to a broad variety  
of heterocycles

Nitration 12,500L Leverkusen, DE We can also use any nitroalkanes

Oxidation with H2O2 12,500L Leverkusen, DE Oxidation  
using solution of H2O2 

Oxidation with O2 1,100L Leverkusen, DE Oxidation using singlet  
or triplet oxygen

Ozonolysis 3,000L Chasse-sur-Rhône, FR Up to 250 kg batch size

Sodium metal handling 6,000L Leverkusen, DE 
Chasse-sur-Rhône, FR

Up to 300 kg of Na handled  
per batch, other reactive metals  

as well, e.g. Mg

Lithium aluminium hydride  
(and other hydrides) handling 12,500L Leverkusen, DE Also solution in diethylether

Learn more about our technologies in our dedicated publications including case studies!

POTENT APIs
A full range of CDMO services  
for potent APIs

INDUSTRIAL CHROMATOGRAPHY
A full range of industrial 
chromatography services for APIs

HAZARDOUS CHEMISTRY
A full range of hazardous 
chemistry services for APIs

HIGHLY POTENT APIs
A full range of CDMO services 
for HPAPIs

https://www.novasep.com/home/about-novasep/our-locations-worldwide.html
https://www.linkedin.com/company/novasep/
https://twitter.com/novasep
mailto:pharma%40novasep.com?subject=
https://www.novasep.com/
https://www.novasep.com/landing-page/full-range-industrial-chromatography-services-apis.html
https://www.novasep.com/landing-page/pharma-cdmo-full-range-services-potent-apis.html
https://www.novasep.com/landing-page/full-range-cdmo-services-hpapis.html
https://www.novasep.com/landing-page/full-range-hazardous-chemistry-services-apis.html
https://www.novasep.com/
https://www.novasep.com/landing-page/pharma-cdmo-full-range-services-potent-apis.html
https://www.novasep.com/landing-page/full-range-industrial-chromatography-services-apis.html
https://www.novasep.com/landing-page/full-range-hazardous-chemistry-services-apis.html
https://www.novasep.com/landing-page/full-range-cdmo-services-hpapis.html



