§177.1635

with p-phenylenediamine. The
poly(phenyleneterephthalamide) resin
fibers and yarns may contain optional
adjuvant substances required in their
preparation and finishing.

(b) Optional adjuvant substances. The
poly(phenyleneterephthalamide) resins
identified in paragraph (a) of this sec-
tion may contain the following op-
tional adjuvant substances, subject to
any limitation on their use:

(1) Optional adjuvant substances au-
thorized for this use in accordance with
§174.5 of this chapter.

(2) Optional finish components, total
weight not to exceed 1 percent by
weight of the base polymer, as follows:

List of substances Limitations

Diundecylphthalate (CAS
Reg. No. 3648-20-2).

Mono- and dipotassium salts
of lauryl phosphate (CAS
Reg. No. 39322-78-6).

o-Phenylphenol (CAS Reg.
No. 90-43-7).

For use as a fungicide for fin-
ish coating materials. Not
to exceed 0.01 percent by
weight of the base poly-
mer.

Poly(oxyethylene/
oxypropylen-
e)monobutylether (CAS
Reg. No. 9038-95-3).

Poly(oxyethylene)
mono(nonylphenyl)ether
(CAS Reg. No. 9016-45—
9).

Polyvinyl methylether (CAS
Reg. No. 9003-09-2).

Poly(oxyethylene) sorbitol
monolaurate tetraoleate
(CAS Reg. No. 71243-28—
2).

Poly(oxyethylene) sorbitol
hexaoleate (CAS Reg. No.
57171-56-9).

4,4’-Butylidenebis (6-tert-
butyl-m-cresol) (CAS Reg.

For use only as an oxidation
inhibitor for finish coating

No. 85-60-9). materials. Not to exceed
0.01 percent by weight of
the base polymer.

(c) Specifications. Q)

Poly(phenyleneterephthalamide) resins
in the form of continuous filament
yarns or fibers that have been scoured
in accordance with paragraph (d)(1) of
this section, when refluxed in a 50 per-
cent ethanol/water mixture for 24
hours, yields total extractables not ex-
ceeding 0.5 percent by weight of the
sample.

(2) Poly(phenyleneterephthalamide)
resins in the form of pulp, when
refluxed in a 50 percent ethanol/water
mixture for 24 hours, yields total

21 CFR Ch. | (4-1-07 Edition)

extractables not exceeding 0.65 percent
by weight of the sample.

(d) Conditions of use. Q)
Poly(phenyleneterephthalamide) resins
in the form of continuous filament
yarns and fibers may be used as compo-
nents of articles intended for repeated
use in contact with food at tempera-
tures not to exceed 260 °C (500 °F). All
items are scoured prior to use by agita-
tion in a water bath containing 0.5
gram/liter of tetrasodium
pyrophosphate and 0.5 percent deter-
gent. The items are agitated at 80 °C
(180 °F) for 20 minutes, and then sub-
jected to a cold water rinse.

(2) Poly(phenyleneterephthalamide)
resins in the form of pulp may be used
as gaskets and packing for food proc-
essing equipment at temperatures not
to exceed 260 °C (500 °F').

[67 FR 3125, Jan. 28, 1992, as amended at 69
FR 24512, May 4, 2004]

§177.1635 Poly(p-methylstyrene) and
rubber-modified poly(p-methyl-
styrene).

Poly(p-methylstyrene) and rubber-
modified poly(p-methylstyrene) identi-
fied in this section may be safely used
as components of articles intended for
use in contact with food, subject to the
provisions of this section:

(a) Identity. For the purposes of this
section, poly(p-methylstyrene) and
rubber-modified poly(p-methylstyrene)
are basic polymers, manufactured as
described in this paragraph, meeting
the specifications prescribed in para-
graph (c) of this section.

(1) Poly(p-methylstyrene) (CAS Reg.
No. 24936-41-2) polymer produced by the
polymerization of p-methylstyrene.

(2) Rubber-modified poly(p-
methylstyrene) (CAS Reg. No. 33520-88—
6) polymer produced by combining sty-
rene-butadiene copolymer and/or
polybutadiene with poly(p-
methylstyrene), either during or after
polymerization of the poly(p-
methylstyrene), such that the finished
polymers contain not less than 75
weight percent of total polymer units
derived from p-methylstyrene) mon-
omer.

(b) Optional adjuvants. The basic
polymers identified in paragraph (a) of
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this section may contain optional adju-
vant substances required in the produc-
tion of such basic polymers. Such op-
tional adjuvant substances may in-
clude substances permitted for such
use by applicable regulations in this
chapter, substances generally recog-
nized as safe in food, substances gen-
erally recognized as safe in indirect ad-
ditives, and substances used in accord-
ance with prior sanction or approval.
(c) Specifications. 1) Poly(p-
methylstyrene) basic polymers identi-
fied in paragraph (a)(1) of this section
shall contain not more than 1 weight
percent of total residual »-
methystyrene monomer, as determined
by a gas chromatographic method ti-
tled, ‘‘Gas Chromatographic Deter-
mination of PMS and PET in PPMS
Basic Polymers,” which is incorporated
by reference. Copies are available from
the Center for Food Safety and Applied
Nutrition (HFS-200), Food and Drug
Administration, 5100 Paint Branch
Pkwy., College Park, MD 20740, or
available for inspection at the National
Archives and Records Administration
(NARA). For information on the avail-
ability of this material at NARA, call

202-741-6030, or go to: hittp:/
www.archives.gov/federal register/
code of federal regulations/
by locations.html.
(2) Rubber-modified poly(p-

methylstyrene) basic polymers identi-
fied in paragraph (a)(2) of this section
shall contain not more than 0.5 weight
percent of total residual D-
methylstyrene monomer, as deter-
mined by the method identified in
paragraph (c)(1) of this section

(d) Other specifications and limitations.
The poly(p-methylstyrene) and rubber-
modified poly(p-methylstyrene) identi-
fied in and complying with this sec-
tion, when used as components of the
food-contact surface of any article that
is the subject of a regulation in parts
175, 176, 177, 178 and §179.45 of this chap-
ter, shall comply with any specifica-
tions and limitations prescribed by
such regulation for the article in the
finished form in which it is to contact
food.

(e) Conditions of wuse. Poly(p-
methylstyrene) basic polymers and
rubber-modified poly(p-methylstyrene)
basic polymers identified in paragraphs

§177.1637

(a)(1) and (a)(2), respectively, of this
section shall be used in contact with
food only under conditions of use B
through H set forth in table 2 of
§176.170(c) of this chapter.

[48 FR 31384, July 8, 1983, as amended at 54
FR 24898, June 12, 1989; 55 FR 52989, Dec. 26,
1990]

§177.1637 Poly(oxy-1,2-
ethanediyloxycarbonyl-2,6-
naphthalenediylcarbonyl) resins.

Poly(oxy-1,2-ethanediyloxycarbonyl-
2,6-naphthalenediylcarbonyl) resins
identified in paragraph (a) of this sec-
tion may be safely used as articles or
components of articles intended for use
in contact with food in accordance
with the following conditions:

(a) Identity. For the purpose of this
section, poly(oxy-1,2-
ethanediyloxycarbonyl-2,6-
naphthalenediylcarbonyl) resins (CAS

Reg. No. 24968-11-4) are polymers
formed by catalytic transesterification
of 2,6-dimethylnaphthalene

dicarboxylate with ethylene glycol fol-
lowed by catalytic polycondensation.

(b) Specifications—(1) Density. The
density of poly(oxy-1,2-
ethanediyloxycarbonyl-2,6-
naphthalenediylcarbonyl) resins shall
be between 1.33 and 1.40 grams per
cubic centimeter.

(2) Inherent wviscosity. The finished
food-contact article shall have a min-
imum inherent viscosity of 0.55 deci-
liter per gram in a solution of 0.1 gram
of polymer in 100 milliliters of a 25/40/
35 (weight/weight/weight) solution of p-
chlorophenol/tetrachloroethane/phenol.
The viscosity is determined by East-
man Chemical Co.’s method ECD-A-AC-
G-V-1-5, “Determination of Dilute So-
lution Viscosity of Polyesters,” dated
May 31, 1988, which is incorporated by
reference in accordance with 5 U.S.C.
562(a) and 1 CFR part 51. Copies are
available from the Office of Premarket
Approval, Center for Food Safety and
Applied Nutrition (HFS-215), Food and
Drug Administration, 5100 Paint
Branch Pkwy., College Park, MD 20740,
or may be examined at the Center for
Food Safety and Applied Nutrition’s
Library, Food and Drug Administra-
tion, 5100 Paint Branch Pkwy., College
Park, MD 20740, or at the National Ar-
chives and Records Administration
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