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QUALITY BY DESIGN
PHARMACEUTICAL
DEVELOPMENT SERVICES

API (highly active bulk drug substance) Cyndea Pharma offers a fully integrated
| l approach to the development of solids
. dosage forms of highly active molecules
Analytical development  Pre-formulation  (hormones and corticosteroids).
N ¥
Formulation development ~ —=  Scale-up & validation
Pilot batches, clinical trials manufacturing  —» = Stability, dossier compilation & registration
Commercial manufacturing

Analytical services:
R & D Personnel:

- Employees: (60% University Graduate).
R&D Laboratory capabilities:

- Equipped with Chromatography Techniques (HPLC, GC) and Conventional
Techniques (PSD, DSC, UV, IR, In vitro dissolution...).

- Stability chambers (ICH conditions).

- High containment isolator for the handling of potent drugs
(hormones).

Development and validation of analytical methods.
Extensive ICH compliance stability studies.

Formulation services:

- Solid dosage forms.

- Licensed GMP pilot plant for highly potent solid dosage form.

- Pilot plant with batch sizes ranging from 0,5-10 Kg.

- Specific experience in formulating highly potent molecule solid dosage forms.
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