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Service
Equipment Decontamination, Cleanroom Decontamination,
Service & Spares, Aseptic Isolators and Barriers, passive RABS & active RABS,

Consulting Services
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Enables Pharma companies to develop product
delivery options (such as Auto injectors) around
syringes and cartridges.

Ideal for clinical manufacturing.

Ideal for Isolator/RABS production of cytotoxic
& biotech products.

Enables Pharma companies to focus resources
on manufacturing without concern for component
preparation.

Available in formats easily integrated into existing
or new filling lines, with support by several key

equipment vendors.

The glass containers enter the EZ-fill™ area, which has
an overall environment classified at ISO level 7
(equivalent to FED STD 209E Class 10,000), and
progress into a series of modular chambers where the
most critical steps are classified at ISO level 5 (equivalent
to FED STD 209E Class 100).

The glass containers are washed only with water for
injection (no recycled or purified water) and dried with air,
filtered through a 0.22 micron sterilizing filter.

Vials and cartridges are placed into two final packaging
solutions.

Both the solutions will be sealed with a Tyvek™ sheet,
package in Tyvek™/plastic steribags and case-pack
allowing for sterilization with ethylene oxide. Equal
attention is given to the cleanliness of the packaging
components as to the production of the glass container
itself. The tub, nest, Tyvek™ liner and Tyvek™/plastic
steribag are all produced under ISO level 7 conditions.

Ompi obtained the certification ISO 15378:2006 on
primary packaging materials for medicinal products.
Particular requirements for the application of ISO
9001:2000, with reference to Good Manufacturing
Practice (GMP).
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* Other quantities can be evaluated on specific requests / investments

Tray solution:

Compounding pharmacies in Hospitals - Preclinical studies - Clinical studies

Unique Service for Innovation Needs m—

Nest & Tub solution:

Clinical Studies - Industrial production




