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SAINT-GOBAIN

Declaration of Compliance
for a plastic final article intended to come into contact with food

1. Identity and address of the business operator issuing the declaration of compliance:

Saint-Gobain Performance Plastics Corp.
2664 Gilchrist Rd
Akron, Ohio 44305 USA

2. Identity and address of the business operator which manufactures or imports the plastic article:

Manufacturer:

Saint-Gobain Performance Plastics Corp.
2664 Gilchrist Rd
Akron, Ohio 44305 USA

Importer within EU Community:

Saint-Gobain Performance Plastics France
5, Rue Du Dauphine Zi De Chesnes Bp 712 Fr-38297
St Quentin Fallavier Cedex

3. Identity of the plastic article:

Tygon® 2375 tubing

4. Date of the declaration:

May 27, 2025

5. The final plastic article complies with relevant requirements of the following regulations:

a. Framework Regulation (EC) N°1935/2004 of the European Parliament and of the Council of 27
October 2004 on materials and articles intended to come into contact with food.

e |tis confirmed article complies with organoleptic requirements at the following conditions:

= Food simulant: DI water
= Contact condition: Dynamic contact, 48 hrs at 23°C +/-2°C

b. Commission Regulation (EC) No 2023/2006 of 22 December 2006 on good manufacturing
practice for plastic materials and articles intended to come into contact with food.

c. Plastics Regulation (EU) No 10/2011 of 14 January 2011 as amended on plastic materials and
articles intended to come into contact with food.

e Itis confirmed that the plastics which are not separated from the food by a functional barrier,
are manufactured only with monomers, other starting substances and additives that are
authorized under the Plastics Regulation.

e Itis confirmed that the article complies with the Overall Migration Limit (OML) athte the test
conditions: OM2 (10 days at 40°C) according to Table 3 of Annex V of Plastics Regulation,
simulants B (3% acetic acid) and D1 (50% ethanol), repeat use.
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6. Information on substances with restrictions in Annex | or Il and on intentionally added substances
that are subject to restrictions in National Legislation (EU + EEA Countries)

a. The list of substances subject to specific migration limit (SML), total specific migration limit
(SML(T)) or residual content (QM) in Annex I:

SML QM
Substance
(mg/kg) (mg/kg)
Nondisclosed substance 1 15 N/A
Nondisclosed substance 2 6 N/A
Nondisclosed substance 3 18 N/A
b. The list of substances subject to SML in Annex Il.
SML
Substance
(mg/kg)
Nondisclosed substance 4 1

It is confirmed that the migration levels of the substances listed above are below the SML when used
at suggested use conditions (see Section 8). It is confirmed that the QM of the substance listed
above is below the limit.

7. Information on dual use additives:

None

8. Information related to the final use of the article:

a. Specifications of use as regards to the intended type or types of food with which the article is
intended to be put in contact:

e All agueous and alcoholic foods and milk products
b. Specification of time and temperature of treatment and storage with food:

e Any long-term storage at room temperature or below, including when packaged under hot-fill
conditions, and/or heating up to a temperature T where 70°C < T < 100°C for a maximum of t
= 120/27((T-70)/10) minutes.

e Repeated use conditions
c. Minimum inner diameter to be compliant: 1.59 mm (1/16”)
d. Intended food contact surface: inner suface

e. Ratio of food contact surface area to volume or weight of food, used to establish compliance for
migration: 6 dm?/kg.

9. For final articles containing plastic layers behind a functional barrier:

N/A
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Saint-Gobain Performance Plastics Corporation does not warrant this product for any specific
applications or use. It is the responsibility of the user to conduct tests necessary to determine the
suitability for the intended use.

Digitally signed by
. . Erin Little
Erin Little pie.20950527
08:30:42 -04'00'
Erin Little
Plant Quality Manager

Saint-Gobain Performance Plastics Corp.
Akron, Ohio 44305 USA

Tygon® 2375
FB-00027, Rev 4
CONFIDENTIAL AND PROPRIETARY

Page 3 of 3



		2025-05-27T08:30:42-0400
	Erin Little




