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indena	 HPAIs	 contract	 manufacturing	 services	 include	 a	 full 
range of high potency manufacturing capabilities	 for	 active	
pharmaceutical	ingredients	across	a	wide	range	of	scale.
the	combination	of	indena’s	expertise	and	top class facilities 
delivers	products	and	processes	from small scale GLP batches 
for toxicology, cGMP batches for clinical trials to larger 
commercial manufacturing.

indena’s	Highly Potent Contract Manufacturing site	is	located	
in	settala	(italy)	and	meets US-FDA, ICH and EU requirements.
this	 facility	 incorporates	 appropriate	 room	 pressurization,	
airlocks,	 ventilation	 and	 isolators	 to	 properly	 handle	 highly	
potent	solids	and	liquids	up	to	0.1	μg/m3	oel	(class	4).

INDENA HPAIS SERVICES OFFER:

	 extraction,	isolation	and	purification	process	development,		
scaling-up	and	manufacturing

	 process	 development,	 scaling-up	 and	 manufacturing

	 phase-specific	 analytical	 development	 and	 validation

	 characterization,	certification	and	control	of	incoming	raw		
	 materials	and	biomasses

	 agronomical	 development	 and	 gacp	 (good	 agricultural	
	 collection	 practices)	 compliant	 cultivation	 of	 medicinal
	 plants

	 Qc	testing	of	in-process	materials

	 stability	studies	and	impurities	elucidation

	 gram	 to	 kilogram	 glp	 and	 cgmp	 compliant	 batches	 for
		 clinical	and	industrial	use

	 commercial	 production	 scale	 in	 us-fda	 and	 italian	

pharmaceutical	agency	(aifa)	inspected	suites
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	 Negative pressure

	 HEPA filters

	 Glass reactors (20-60 L, -20 to 100 °C)

	 Crystallization

	 Rotary evaporators (50 L)

	 Isolators for solids handling

	 Walk-in and Fume cupboards

	 Stainless steel reactors

	 Hastelloy reactor with loading glove box

	 360 L COGEIM filter-dryer
	 with discharging glove box

	 Glove-boxes including:
	 	 Glass reactors
	 	 Rotary evaporators
	 	 Buchner filters
	 	 Chromatographic columns

 

	 Extraction
	 Isolation
	 Purification
	 Crystallization
	 Drying
	 Weighing
	 Packaging
	 Organic synthesis
	 Chromatography

OPERATIONS

COMMERCIAL 
PRODUCTION

S P E C I F I C A T I O N S

        LAB SCALE	             KILO-LAB

   up to 1 - 0.1 μg/m3                         up to 0.1 μg/m3	                     up to 0.1 μg/m3

Process Development

Scaling-up

Process validation

Manufacturing of:

	 GLP Tox batches

	 Clinical Trials batches

SERVICES

OEL LIMITS

FEATURES ANALYTICAL CAPABILITIES
	 HPLC-RID

	 HPLC-DAD

	 HPLC-ELSD

	 HPLC-FD

  HPLC-MS

  UPLC-UV

	 UPLC-DAD

	 GC-FID

	 GC-NPD

	 GC-MS

	 FT-IR

	 NIR

	 UV-Vis

	 NMR

	 Dedicated QA units

 	Trained and experienced personnel

	 ICH compliance

	 ISO14001 accreditation

QUALITY MANAGEMENT

	 HPTLC

	 TOC

	 DVS

	 TG/DTA

	 DSC

 SUNTEST

	 BIOANALYZER

	 MICROSCOPY

	 PPSL

	 XRPD

	 ELISA

Potent Active Ingredients



®

indena	s.p.a.	is	the	world’s leading company	dedicated	to	the	
research,	 development	 and	 production	 of	 active principles 
derived from natural sources.

With	 its	 capabilities	 and	 expertise,	 indena	 covers	 food 
supplements and pharmaceutical areas,	producing	bulks	of	
active	 ingredients	 under	 cgmp	 guidelines	 in	 AIFA and FDA 
approved environment,	 starting	 from	 biomasses	 obtained	
according	to	gacp	guidelines.

today	 indena	 opens	 its	 facilities	 for	 contract	 research	
and	 manufacturing,	 sharing	 with	 customers	 its	 innovative 
research and production capabilities	 at	 lab,	 kilo-lab	 and	
industrial	 scale,	 also	 in	 the	 field	 of	 Highly	 potent	 active	
ingredients	(Hpais).

Ninety years	 of	 indena	 presence	 in	 the	 pharmaceutical	
market	 are	 a	 guarantee	 of	 high quality standards and 
reliability,	 that	 just	 a	 few	 companies	 in	 the	 world	 can	
claim.

indena	is	a	private	italian	company	based	in	milan	(italy);	
it	 employs	 more than 800 staff distributed	 on	 1 R&D 
Centre, 5 production sites	 and	 4 international branches 
throughout	the	world	and	manages	sales	in	more	than	70 
countries.

coNtact	us:

cytotoxics@indena.com

indena	s.p.a.
viale	ortles,	12
20139	milano,	italy	

www.indena.com
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