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STERILE MANUFACTURING
Primary packaging & finished dosage forms

EXPERTISE

e 10 years of experience in Fill & Finish

Manufacturing process under isolators
Manual and semi-automatic filling lines

e Authorizations for all DS except sexual hormones,
cephalosporin/B-Lactam

Biotech product, nanocarrier, highly potent product,
controlled substance

e Processing of various small molecules to biologics

Amino acid, peptide, oligonucleotide, plasmid vector,
cytokines, protein, immunoglobulin, interferon, mAb,
ADC, inactivated bacterias...
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e Compounding T
e Aseptic filling

e Pilot, clinical and small scale commercial batches
e Viscous products
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STERILE MANUFACTURING
Primary packaging & finished dosage forms
FILL & FINISH CAPACITIES
Small size
of bulk
VIALS PREFILLED SYRINGES volume
Type of packaging Volume/Units per batch
Small filling
Bulk From<0,5L & upto40L volumes
Vials Up to 5,000 units (e.g. 2R vials) gfrfﬁ‘tg'g’omnh
Syringes Up to 5,000 units (e.g. syringes 1 mL long)

Other packaging upon request

€ FACILITIES ansu @

FILL & FINISH

e 2,200 m?/ 24,000 ft*dedicated to manufacturing
e 480 m?/ 5,167 ft? classified C clean rooms

e Storage capacities at RT, 2-8°C, -20°C, -80°C

e Experienced staff in sterile manufacturing

@ Idron
e State-of-the-Art equipment per industrial

standard but designed for low scale batches

e Total waste management strategy
(disposable materials & solvents)
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