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Bertin Pharma , branch of Bertin 
Technologies-CNIM group, gathers 4 
different entities: 

- SPI-Bio & Biotec Centre 

- Ellipse Pharmaceuticals & IDPS 

No matter the challenge you are facing, 
a single project manager will assist 
you throughout your whole project from 
screening of candidate drugs to 
manufacturing and distribution of 
clinical supplies.

Our services are divided into 2 areas of 
expertise, preclinical & clinical 
supplies and pharmaceutical 
development & clinical supplies, and 
focus on:

Pharmaceutical 
development & clinical

supplies

ADME &
Immunogenicity

Biotransformation 

Antiviral & Immune 
Pharmacology

Biosafety

Biomarkers

Explore your

options with us

IDPS offers stand-alone or full  analytical services thoughout the drug product
development:

Assessing Key Parameters to optimize the formulatio n development

Profiling the Active Pharmaceutical Ingredient 
� Intrinsic solubility
� In-vitro dissolution (several media)
� ADME characteristics
� Forced degradation studies
� Pharmacotechnical analysis
� Flowability/Density/Particle size distribution
� Water content/Hygroscopicity
� Polymorphism studies (XRay, DSC)

Screening out Formulation Options
� Compatibility studies (DSC and HPLC)
� Preliminary stability studies
� Development of predictive in-vitro dissolution method

using in-vivo/in-vitro correlation studies
� In-use stability study
� Evaluation of the interaction with primary closure system

Providing Drug product Analytical methods and Quali ty Control services

� Development of analytical methods for finished products (assay, related 
substances, in-vitro dissolution tests) 

� Analytical methods validation according to ICH guidelines
� Optimisation of existing methods, troubleshooting
� Analytical transfer and validation
� Quality Control for finished products QP release

IDPS provides state-of-the-art analytical services for New Chemical entities including 
development, validation of methods, ICH stability studies and Quality Contol for 
batch release.

Bertin Pharma Branch, together with the Life Sciences Department of the CEA (French 
Atomic Energy Commission) also offers a wide range of techniques to assess the 
physico-chemical characteristics of proteins and peptides API's or drug products. 

A comprehensive range of tools & expertise

Analytical services
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A high-performance analytical platform

A permanent focus on the quality of services

Related services

Formulation services
Pharmacokinetics & bioanalysis

Therapeutic protein-based drug characterisation platform
Biopharmaceutical expertise for efficient formulation development

Regulatory affairs

Conducting ICH Stability Studies

� The stability programs comply with ICH guidelines
� The following climatic conditions are ensured for samples storage:

- + 5 �s3�rC
- + 25 �s2�rC / 60 �s5 % R.H.
- + 30 �s2�rC / 65 �s5 % R.H.
- + 40 �s2�rC / 75 �s5 % R.H.

� Storage at specific climatic conditions can be organised and fully managed upon request
� Sample analysis occurs at each check-point according to the stability protocol. 

Located in the Bordeaux area, the analytical labs are constantly upgraded in terms of techniques and equipment. 

The list is available on request and comprises:

� HPLC-UV,  DAD, refractometer

� GC

� Spectrophotometers UV-Vis, IR

� DSC

� Microscopy

� In-vitro Dissolution equipment UV-Vis on line, off line HPLC

� Physical testing (disintegration, friability, viscosity and more)

� A GMP organization and efficient documentation system :
- Open to inspections by sponsor QA and technical departments
- Study protocols are submitted to sponsor for approval
- 100% data checking
- Out of specification - Out of trend result investigations process
- Complete study audits support according to contractual demand
- Self inspection and audit program
- Follow-up of corrective action plans 

� A qualified and experienced team
� A good knowledge of regulatory requirements : analytical studies are conducted according to applicable 

Pharmacopoeias, EMEA, FDA and ICH guidelines
� The Regulatory Affairs department together with the analytical team compiles the analytical data in order

to provide the pharmaceutical documentation in the adequate format (CTD Module 3, IMPD, Medical device
technical dossier)


