




















DIRECT COMPRESSION

Mono-bi-three-layer, tab-

in-tabs, press-coated and 

oral disintegrating tablets, 

mini-tablets

MANUFACTURING

TABLETS

CAPSULES

Filled with powder, 

granules, pellets, capsules, 

tablets and mini-tablets 

TOP SPRAY

HOT MELTING EXTRUSION

AQUEOUS & ORGANIC 
COATING

DRY/WET GRANULATION

MICROFLUIDIZATION





REGULATORY

SUPPORT

QUALITY 

CONTROL

ANALYTICAL 

DEVELOPMENT
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We assist our clients in preparing their submissions, support them during product 

maintenance processes and advise on regulatory strategies, such as for:

•NDA / ANDA / EU-Marketing Authorization Application writing,

•Supplement / variation writing and other lifecycle management activities,

•Answers to health authorities’ inquiries and periodic registrations,

•Proactive regulatory intelligence monitoring.

Skyepharma regulatory affairs department is experienced in assisting on projects 

of all kind of products (health/dietary), markets and specificities.



•Analysis of all R&D samples and technical batches

•Follow-up of the analysis of the prototyping formulation during the early-stage 

development

•Evaluation of the deterrent properties of formulations, recommended by recent 

regulatory guidelines.

•Special support services such as high storage capacities for stability studies : 

19 rooms (conditions ICH 25/60 30/65 40/75 30/75, and refrigerated conditions)

•Method development and method optimization (such as liquid chromatography)

•Identification by Mass Spectrometry (Q-TOF)

•Characterization of powders with BET / Particle size analyzer

•Infrastructure suitable for the handling of narcotic drugs or controlled substances.

•Laboratory rooms equipped with yellow light for handling photosensitive compounds



Entire analyses are made according to applicable pharmacopoeias or internal 

monographs.

•Microbiological controls and chemical testing of API, raw material, IPC and 

finished product

•Control of production equipment cleaning between each campaign

•Handling and analysis of scheduled substances

•Handling and analysis of light-sensitive products

•Regulatory and documentation upgrade
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