Regulatory Information Document
Millad® NX™8000

International Chemical Inventory Approvals

United States (TSCA)

Europe* (ELINCS)

Korea (ECL)

Australia (AICS)

New Zealand (NZIoC)

China (IECSC) - certificates approved totaling 40 tons/yr (volume increase pending)
Japan (ENCS)

Canada (DSL)

Russia**

Taiwan (ECN)

*REACH Registration Status — Only substances included in EINECS can be pre-registered. The clarifying
agent in Millad NX 8000 is listed on ELINCS and has been automatically registered under REACH. Other
components in the product have been pre-registered by Milliken Europe as Milliken & Company’s Only
Representative (OR).

**The product, as a whole, is registered in Russia. There is no individual registration for the clarifying
agent.

International Approvals for Food Contact Applications

= United States Food and Drug Administration (FDA): FCN 825
For use as a clarifying agent at a level not to exceed 5000 parts per million (0.50% wt.) by weight

in polypropylene homopolymer and high-propylene olefin copolymers. The polymers containing
the clarifier will be used in the form of film and molded articles and are intended to contact all food
types under Conditions of Use A ("High temperature heat-sterilized (e.g., over 100 deg.C)")
through H ("Frozen or refrigerated storage).

The remaining components are approved by the United States Food and Drug Administration as
Indirect Food Additives used in food contact substances.

e Europe: The clarifying agent, which makes up >99% of Millad NX 8000, is listed in Table 1 of the
Commission Regulation (EU) No 10/2011 on plastic materials and articles intended to come into
contact with food - Union list of authorized monomers, other starting substances, macromolecules
obtained from microbial fermentation, additives and polymer production aids.

Ref. N° 38550, with an SML =5 mg/kg food (including the sum of its hydrolysis products).

Millad NX 8000 also contains an Aesthetic Enhancer package. A component of this package is
listed in Table 1 of the Commission Regulation (EU) No 10/2011 on plastic materials and articles
intended to come into contact with food - Union list of authorized monomers, other starting
substances, macromolecules obtained from microbial fermentation, additives and polymer
production aids, with an SML = 0.6 mg/kg food.



The remaining components of Millad NX 8000 are also approved for use in food contact
applications in the EU.

To fully comply with food regulations in Europe, plastic materials and articles need to comply with,
amongst other things, Overall Migration Limit requirements and Specific Migration Limits as
specified in Commission Regulation (EU) No 10/2011 - when tested on the food contact surface
with the appropriate food simulants and time/temperature test conditions. This is the
responsibility of the manufacturer of the final article.

Canada: “Letter of No Objection” received from the Health Products and Food Branch (HPFB) of
Health Canada for the use in polypropylene homopolymer and high-propylene olefin copolymers
at a level not to exceed 5000 parts per million (0.50% wt.) by weight of the finished polymer
that will be in direct contact with all food types under Conditions of Use A ("High temperature
heat-sterilized (e.g., over 100 deg.C)") through H ("Frozen or refrigerated storage: Ready-
prepared foods intended to be reheated in container at time of use”). The polymers may be used
as films or molded articles.

MERCOSUR: Food Contact Positive List
China: All components are included on GB9685:2008 Hygienic Standards for uses in Additives in

Food Containers and Packaging Materials or listed on the draft grandfather approvals published
by the Chinese Ministry of Health on February 9, 2011 for use in polypropylene.

California Safe Drinking Water and Toxic Enforcement Act (Proposition 65)

We have not analyzed for every chemical included on the California Safe Drinking Water and Toxic

Enforcement Act Proposition 65 list.

However, based upon a review of our process for the

manufacture of this product, we do not anticipate that there are any Proposition 65 listed chemicals
present at regulated quantities in this product.

Metal Content
We believe this product contains the following:

Chemical Quantity Chemical Quantity Chemical Quantity
Antimony <10 ppm Arsenic <10 ppm Barium <10 ppm
Cadmium <10 ppm Chromium <10 ppm Copper <10 ppm
Lead <10 ppm Mercury < 8 ppm Nickel <10 ppm
Selenium <10 ppm Zinc <10 ppm

All quantities listed represent the detection limit.

CONEG

As recommended by the CONEG (Congress of Northeastern Governors) Model legislation addressing the
elimination of heavy metals in packaging and packaging components:

Millad NX 8000 contains no lead, cadmium, mercury or hexavalent chromium that, to our
knowledge, has been intentionally introduced as an element during manufacture or distribution,
and

As a result, the sum of the concentration levels of lead, cadmium, mercury, and hexavalent
chromium incidentally present in these products is not anticipated to exceed 100 parts per million
by weight.



EU RoHS

Directive 2002/95/EC, Restriction on the use of certain Hazardous Substances in Electrical and
Electronics Equipment Directive (RoHS):

The components of Millad NX 8000 have not been specifically tested for the chemicals, including lead,
mercury, cadmium, hexavalent chromium (VI), and certain brominated flame retardants such as
polybrominated biphenyls (PBB) and polybrominated diphenyl ethers (PBDE), banned by the RoHS
Directive. However, we do not intentionally add any of the previously listed chemicals in the
manufacturing of this product, nor do we have any reason to expect any of the listed chemicals to be
present from any contaminates or by-products above background levels.

Hazardous Materials

We have not specifically analyzed Millad NX 8000 for the presence of the following hazardous materials;
however, we do not intentionally add any such materials during the manufacturing process. Therefore,
none are expected to be present.

Class i or Class ii 0zone depleting substances as defined by the Clean Air Act
Bisphenol A

Phthalates

Volatile Organic Compounds (VOCs)

Pharmacopoeia- EU and US

Millad NX 8000 does not require Pharmacopoeia approval because it is an additive in the drug container
or medical device. It is the drug container or medical device that requires Pharmacopoeia approval. We
are available to assist customers should they choose to pursue this approval. As we already have US
FDA approval, the information needed is readily available to our customers.

Product Origin- Plant & Genetically Modified Organisms (GMOs)

One of the raw materials used in the manufacture of the clarifying agent in MILLAD NX 8000 is derived
from corn. Our raw material supplier’s policy is to procure its corn from internationally approved crop
sources. Because of their large scale, segregation between non-Genetically Modified corn and
Genetically Modified (GM) corn is not possible. Consequently, the raw material may or may not be
produced from GM corn. However, current industry consensus is that any DNA in the raw material
stream is denatured, degraded or otherwise removed through successive processing steps including
physical separation, heating, purification and filtration and should not be detectable in measurable
amounts in the raw material. However, we cannot confirm that the raw materials used in the production of
the clarifying agent in MILLAD NX 8000 originate from corn that has not been genetically modified.

Product Origin- Animal & BSE/TSE Status

We do not intentionally use any animal products in the manufacturing process of Millad NX 8000.



Allergens

To our knowledge, Millad NX 8000 does not contain any of the following known food allergens:

Peanuts, Milk, Fish, Tree Nuts, Soy Beans, Eggs, Shellfish, Wheat, Natural Latex, Celery, Mustard, or
Sulfites.

Please Note: As each customer’s use of our product may be different, information we provide, including
without limitation, the regulatory information provided herein, is provided in good faith but without
warranty and without accepting any responsibility/liability. Each customer must test and be responsible
for its own specific use, further processing, labeling, marketing, requlatory approvals and compliance, etc.
All sales are exclusively subject to our standard terms of sale posted at www.milliken.com/terms (all
additional/different terms are rejected) unless explicitly agreed otherwise in a signed writing.
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