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DECLARATION ON RAW MATERIALS FOR DETECTABLE PRODUCTS IN PA66 — FDA COMPLIANCE

SapiSelco manufactures products in polyamide PA66 which can be detectable by metal detectors and x-rays equipment, and
also by vision system thanks to blue color.
Hereby SapiSelco declares that these detectable products hereinafter referred to as the “articles” are in compliance with “21
Code of Federal Regulation — April 1, 2025” subject to the following limitations and requirements.
The article is made with the following components:

- PA66

- Masterbatch blue

- Metallic masterbatch

The article is compliant to “21 CFR 174.5 — General provisions applicable to indirect food additives (GMP)” and it is suitable
for the contact with the following types of food and conditions of use, based on the FDA regulation Title 21 CFR 176.170
Table 1 and Table 2:
- Type of foods = all food types except infant formula or breast milk
- Condition of use - repeated use at:
E. Room temperature filled and stored (no thermal treatment in the container)
F. Refrigerated storage (no thermal treatment in the container)
G. Frozen storage (no thermal treatment in the container)

The raw materials are compliant with the applicable indirect food additive regulations, as follows:

Material

Title

CFR/FCN n.

PAG6

Nylon resins

21 CFR 177.1500 (b)(1)

Masterbatch blue — Support resin

Olefin polymers

21 CFR 177.1520 (c) 2.1

Masterbatch blue — Component A

Colorants for polymers

21 CFR 178.3297

Masterbatch blue — Component B

Resinous and polymeric coatings

21 CFR 175.300

Olefin polymers

21 CFR 177.1520

Colorants for polymers.

21 CFR 178.3297

Masterbatch blue — Component C

Resinous and polymeric coatings

21 CFR 175.300

Olefin polymers

21 CFR 177.1520

Colorants for polymers.

21 CFR 178.3297

Metallic masterbatch

Resinous and polymeric coatings

21 CFR 175.300

Nylon resins

21 CFR 177.1500

Colorants for polymers.

21 CFR 178.3297

Antioxidants and/or stabilizers for polymers | 21 CFR 178.2010
Iron oxides 21 CFR 186.1374

These information are based on declarations from our raw materials suppliers. SapiSelco hasn’t performed independent
testing to verify such information and disclaims any liability if such information isn’t accurate.

This statement applies to detectable articles supplied by SapiSelco in original form, without further modification.

Conditions of use and application of articles are outside SapiSelco’s control, therefore no guarantees, no warranties (express
or implied) are given; moreover, SapiSelco assumes no liability for any loss, damage or expense arising from or in
connection with the use of this information. It is the responsibility of end users to determine that the use of these detectable
products is safe, lawful and technically suitable for the intended final application.

This declaration is valid from the date indicated below and will be replaced if substantial changes occur in the production of
the articles that may alter essential requirements for conformity, or if the legislative references cited are changed.
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