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Test Report

Job account No: 260613119-k-e

Test items: Slabs 2 mm

Globalmigration 21CFR177.2400
evolast ®B794-cod. "PB794"

Date of delivery: 26.06.2013

Hartepriifung/ Hardness SHORE A according to DIN ISO 7619-1

(in [SHORE A])

Einzelwerte/ single value: 72,7; 72,8; 72,1; 73,4; 72,7

Mittelwert Median GroRtwert Kleinstwert Range

average median maximum value minimum value range

72,7 73 73,4 72,1 1,3

Dichtemessung/ Density according to ISO 2781

(in [g/lem?])

Einzelwerte/ single value: 2,41; 2,42; 2,42

Mittelwert Median GroRtwert Kleinstwert Range

average median maximum value minimum value range

2,419 2,42 2,42 2,41 0,01
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Conformance-Tests in regard to global migration according FDA 21 CFR 177.2400 point 1
Uberpriifung der Globalmigration gemaR den Anforderungen nach FDA 21 CFR 177.2400 Punkt 1

Test-procedure

Results

Limit

Extraction in n-Heptan at reflux temperature,
time 2h, global migration in mg/inch?
Extraktion in n-Heptan bei Ruckﬂusstemperatur
Priifzeit 2h, Globalmigration in mg/inch®

0,08

<0,2

Extraction in deionized water at reflux temperature,
time 2h, global migration in mg/inch?

Extraktion in dest. Wasser bei Ruckﬂusstemperatur
Prifzeit 2h/ Globalmlgguon in mg/inch?®

0,03

<0,2

Extraction in 50 % Ethanol at reflux-temperature,
time 2h, global migration in mgl/inch?
Extraktion in 50 % Ethanol bei Ruckflusstemperatur
Priifzeit 2 h/ Globalmigration in mg/inch®

0,1

<0,2

Result:

migration.

Bezug auf Globalmigration.

The tested items meet the FDA-requirements according 21 CFR 177.2400 point 1 in regard to global
Die untersuchten Priiflinge entsprechen den FDA-Anforderungen gemaR 21 CFR 177.2400 Punkt 1 in

Hinweis: Diese Priifung ist nicht in der Liste der akkreditierten Priifungen enthalten.
Notice: this examination is not included in the list of accredited test-methods.

This report replaces the report 260613119-e. Reason — change recipient

Beginning of testing: 09.07.2013 End of testing: 26.07.2013

The results refer only to the tested items.

7 Macser

approved: Dipl.-Ing. (FH) Ting Mayer

head of testing department
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