








GLOVE BOX

Oxygen-sensitive and / or toxic substances and highly potent active ingredients*
(OEB Levels 4 to 5) are filled in a glove box. This satisfies maximum occupational
exposure requirements and enables us to provide modified-atmosphere filling.

Glove box filling is available for container sizes from 500 mg to 500 g (excluding
cytostatics). Bag-in-bag packaging is also available where required. The system has been
fully qualified and validated and is used for filling active ingredients under GMP conditions

(cleanroom ISO 7 at rest).

*Highly potent active ingredients are APIs that are effective in very small concentrations. A maximum of 0.2 milligrams per kilogram
of body weight or 10 milligrams a day is sufficient to provoke a significant therapeutic effect. Hormones are an example of a highly

potent active ingredient.
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SMC MATIC 101 POWDER FILLING SYSTEM
SWISS CAN MACHINERY

This machine is used to package solids fully automatically in screw-top or cardboard jars.

Technical specification

Fill volume
Output
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20 t0 1,000 g
up to 30 units per minute (depending on fill volume)

KING TC8 TABLET FILLING SYSTEM
KING VERPACKUNGSMASCHINEN
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This machine is used to package tablets, capsules and dragées fully automatically in jars.

Technical specification

Max. counted output 4,000 units per minute

Max. jar diameter 125 mm

Max. jar height 250 mm

Tablet size 4 to 25 mm

Cartoner attached for secondary packaging
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DOCUMENTATION

OUR EXPERTISE, YOUR SUCCESS

Regulatory and customer requirements are increasing the significance of
documentation. We regard documentation both as a quality certificate for our
products and as a service to our customers. We therefore provide a range of
documentation packages.

Documentation packages for active pharmaceutical ingredients

ASMF (Active Substance Master File) package
CTD Module 3 — Part 3.2 S

Technical package

Documentation for CTD Module 3 — Part 3.2 S:

-+ General information such as nomenclature and structure

- Flow chart preparation

- Stability data

- Documentation for starting substances (SDS, other technical documents)

Phyto package

Statement for CTD Module 3 — Part 3.2 S:

- Analytical certificate with full supply chain

- Harvest protocol

- Certificate of origin

- Documentation for starting substances (SDS, other technical documents)
- Testing for pesticides, heavy metals and aflatoxins
- Pyrrolizidine alkaloids

- Microbiology

- Flow chart preparation

- Stability testing to customer specifications
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Documentation packages for finished pharmaceuticals

CTD Module 3 - Part 3.2 P
Compiling the necessary documentation in accordance with customer instructions.

Documentation packages for cosmetic products

The package contains all the documents needed to create a PIF.
On request, we can also commission safety reports.

Documentation package for excipients

The package covers excipient requirements to ICH Q9.
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