Englisch Version

Client:

Test item:

Specification:

Order:

Date of sampling:

Location of sampling:

Receipt of samples:

Re:

page 1 (4)

Test report No: 412.754/1e Date:  2014-08-27

Sponge Rubber
Test according to FDA 21CFR 177.2600

Sponge rubber

Test according to FDA 21CFR 177.2600
(Issue 01.April.2013)

written on 2014-02-20
no sampling by OFI employees

no sampling by OFI employees

2014-02-24
Nov/Ha
OF Technologie & Innovation GmbH Firmensitz:
t 44317981601 -0 1030 Wien, Franz-Grill-Stral8e 5, Arsenal, Objekt 213
44317981601 -8 Weitere Standorte:
office@ofi.at 1110 Wien, Brehmstrale 14a
www.ofi.at 2700 Wr. Neustadt, Viktor Kaplan Stralse 2 / Bauteil C

Bankverbindung: UniCredit Bank Austria AG — BLZ 12000 — Kto.-Nr.: 52085 521 211 — SWIFT/BIC: BKAUATWW — IBAN: AT84 1200 0520 8552 1211
Firmenbuch-Nr.: FN 230299 a, HG Wien, Gerichtsstand Wien — UID ATU 56534913




1 SCOPE OF WORK
As per order a sponge rubber should be tested on conformity with the requirements of
FDA 21 CFR Section 177.2600 for rubber articles intended for repeated use in contact

with aqueous and fatty food.

2 SCOPE OF APPLICATION

The results given in this test report have been obtained under the specific conditions of
the individual tests. They shall serve as proof for the client of the conformity of the

samples tested with the requirements of the regulation given.

The test report has originally been drawn up in German. The German version shall be
the authentic one and prevail over the English one for all matters of interpretation and

construction. The English version shall only be deemed a translation for information

purposes.

3 SAMPLE MATERIAL

For testing purpose 2 sheets (10x10x1.8 cm) made of sponge rubber were provided by
the client. The formulation of the material meets the requirements of FDA 21 CFR Sec-

tion 177.2600 (Issue 01. April 2013).

4 DURCHFUHRUNG DER PRUFUNGEN

Testing was done from 2011-04-14 to 2011-04-20.
The tests were carried out in the individual technical departments within the scope of

competence of the authorised signatories according to the OFI QM manual.

The tests were performed according to the instructions specified in Section 177.2600 e)
of FDA CFR <21>. The estimation of total extractives was performed by extracting the
material with highly purified water (aqueous food) and hexane (fatty food). The extrac-
tions were performed at reflux temperature for 7 hours followed by a second extraction
period of 2 hours. A ratio of surface/volume of 7 inch? / 100 ml was applied. The ex-
tracts were evaporated to dryness using a rotation evaporator (Rotavapor # 2.774) The

residues were determined gravimetrically (Analytical balance # 2.264).
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5 RESULTS
The analytical findings of the tests are shown in table 1 together with the requirements
specified by of FDA CFR <21> Sec. 177.2600 for rubber articles intended for repeated

use in contact with aqueous and fatty food.

Table 1: results of the test for global migration of sponge rubber
(extraction using purified water and hexane under reflux conditions)

requirements FDA
Global migration water, .2
. . 57 <20 mg/inch
1. extraction period (7 h)
Global migration water, L2
) ) 1,5 <1mg/inch
2. extraction period (2 h)
Global migration hexane, -
. . 49,9 <175 mg/inch
1. extraction period (7 h)
Global migration hexane L2
. ) 6,9 <4 mg/inch
2. extraction period (2 h)

1) Results for 1 inch® of the sponge rubber surface, without considering the fact that the surface

actually in contact with the extraction medium is much higher due to the open cell foam struc-

ture.
2) Considering an enlargement of the tested surface by a factor of 2.5 due to the open cell foam

structure. For the estimation of this factor all open foam cells of a surface of inch? were meas-
ured under the light microscope (Olympus Zoom-Stereo-Microscope # 784). Based on these
results the “inner surface” of the cells (which also was in contact with the extracting medium)

was calculated approximately.

Considering its special surface structure the tested samples of the sponge rub-
ber of the company BOSIG GmbH meet the requirements of FDA 21CFR 177.2600
(Issue 1.April.2013) specified for rubber products intended for repeated use in

contact with aqueous and fatty food.
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The test results only relate to the samples tested.

Test Reports may be made available to third parties, either free of charge or against payment,
if the full wording of the Test Report is given and if OFI is expressly named as the author.

All tests applied are subject to a quality assurance programme according to EN ISO/IEC 17025:2005.

The General Terms and Conditions of OFI Technologie & Innovation GmbH shall apply as amended;
they are available for download on the Internet (http://www.ofi.at).
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