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Certificate of Compliance

Part

Part Number

Year of Construction

SAM

15832 (SR)
13135 (S)
13136 (M)
13137 (L)

from 2014-10

This document certifies that the above mentioned apparatus was assembled and
successfully tested at the SOTAX AG facility in Aesch, Switzerland.

* DQ = Design qualification
* Visual check of system

* Electrical safety check

* Mechanical testing

« Calibration
* System testing

* Compatibility with the valid USP and Ph. Eur. requirements

We confirm that all parts in contact with the dissolution media are made of inert

material such as:

Tubing PTFE / PEEK
Tubing connector PVDF
Valve body FFKM
Syringe, Vials, Tubes Glass

Needles & cannula

Stainless steel: 1.4401

Seals, Fittings, Gaskets

Viton (FPM)

Test data for this apparatus is available for inspection on request.

Aesch, 2019-08-05
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