CERTIFICATE

Cytotoxicity of the Test Material:
”Electrolyte solution Friscolyt C”

Manufacturer/Distributor:
Mettler Toledo GmbH

Scientific Background and Normative Requirements

"Electrolyte solution Fnscolyt C” is a liquid component used in electrodes for pH measurement for
example in bioreactors in the pharmaceutical industry.

Based upon this intended use, and in accordance with DIN EN ISO 10993-1: 1998 "Biological Evaluation
of Medical Devices - Part 1: Evaluation and Testmg - the biological risk of cytotoxicity was evaluated
under conditions of industrial use. -

The following results were obtained:

Assessment

Cytotoxicity
The potential of cytotoxicity of the aforementioned test material was investigated by using the elution test
method in accordance with DIN EN ISO 10993-5 and USP 26, 2003, Chapter 87 (mdt report 04z043).
The test material caused a growth inhibition of 88% in the 60% diluted extract (represent 1:833 v/v)

which decreased with lower extract concentrations. At the concentration of 30% {represent 1:667 viv)
and less no growth inhibition was detected. -

Conclusion

According to the provision of the manufacturer the 30% extract concentration is identified to be the worst
case situation.in the industrial use of the tested chemical "Electrolyte solution Friscolyt C”. The worst
case is defined as a complete depletion of Electrolyte solution Friscolyt C” contained in a pH electrode
into the content of a bioreactor of minimum size utilized in the pharmaceutical industry.

Based upon the study results obtained, and considering the provisions of the harmonised standard DIN
EN ISO 10993-1 it is concluded that the intended use of the "Electrolyte solution Friscolyt C” causes no
relevant cytotoxic effects in its industrial application environment.

OB Akkreditiert durch : :
St ‘é%gy Zentralstelle der Lander medtcal dewce teStmg

fr G%su;}?heitsschutz
i imittel
tnd MedEnrea kien mdt medical device testing GmbH '
ZLG-P-974.98.05 Grenzenstrale 13 e 88416 Ochsenhausen

Stefan Fiedler Dipl.-Ing. (FH) u. MBA, 22.06.2004 Michael Ohnmacht Dipl.-Ing. (FH), 22.06.2004
Director Testing Services Quality Assurance Unit




