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§176.150

used to prevent the transfer of inks
employed in printing and decorating
paper and paperboard used for food
packaging in accordance with the pro-
visions of this section:

(a) The substances are applied to the
nonfood contact, printed side of the
paper or paperboard in an amount not
greater than that required to accom-
plish the technical effect nor greater
than any specific limitations., where
such are provided.

(b) Anti-offset powders are prepared
from substances that are generally rec-
ognized as safe in food, substances for
which prior sanctions or approvals
were granted and which are used in ac-
cordance with the specific provisions of
such sanction or approval. and sub-
stances named in paragraph (c¢) of this
section.

(¢) The substances permitted are as
follows:

Subsiances Limitations

Carbon telrachloride.

Meilhyl hydrogen
polysiloxanes,

Industrial starch—modified .... | Complying wilh § 178.3520 ol

this chapler,

Stannous oleate,

Zinc-2-athy) hexoate,

§176.150 Chelating agents used in the
gmmcxlfacture of paper and paper-
oard.

The substances named in paragraph
(a) of this section may be safely used in
the manufacture of paper and paper-
board. in accordance with the condi-
tions prescribed in paragraphs (b) and
{c) of this section:

(a) Chelating agents:

List ol substances Limitations

Amrmonium frucioheplonate.

Ammonivm glucoheptonate.

Disodium sthylenadiamine tetraacatate.

Penlasodivm salt of dielhylenstriaming
pentaacetaie.

Sodium iructohepionale,

Scdium glucoheptonaie,

Tetrasodium  ethylenediaming  letra-
acelate.

Trisodium  N-hydroxyethyl  ethylene-
diamine iriacetate.

(b) Any cne or any combhination of
the substances named is used or in-
tended for use as chelating agents.

(¢} The substances are added in an
amount not greater than that required
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to accomplish the intended technical
effect nor greater than any specific
limitation, where such is provided.

$176.160 Chromium (Cr III) complex
of  N-ethyl-N-heptadecylfluoroe-oc-
tane sulfonyl glycine.

The chromium (Cr IIT) complex of N-
ethyl - N -heptadecylfluorc-octane
sulfonyl glycine containing up to 20
percent by weight of the chromium (Cr
ITT) complex of heptadecylfluoro-octane
sulfonic acid may be safely used as a
component of paper for packaging dry
food when used in accordance with the
following prescribed conditions.

(a) The food additive is used as a
component of paper in an amount not
to exceed 0.5 percent by weight of the
paper.

(b){1) The food-contact sarface of the
paper is overcoated with a polymeric or
resinous coating at least Y-mil in
thickness, that meets the provision of
§176.170; or

(2) The treated paper forms one or
more plies of a paper in a multiwall
bag and is separated from the food by
at least one ply of packaging films or
grease-resistant papers which serves as
a functional barrier between the food
additive and the food. Such packaging
films or grease-resistant papers con-
form with appropriate food additive
regulations,

(¢) The labeling of the food additive
shall contain adequate directions for
its use to insure compliance with the
requirements of paragraphs (a) and (b
of this section.

§176.170 Components of paper and pa-
perboard in contact with aqueous
and fatty foods.

Substances identified in this section
may he safely used as components of
the uncoated or coated food-contact
surface of paper and paperboard in-
tended for use in producing, manufac-
turing, packaging, processing, pre-
paring, treating, packing, transporting,
or holding aqueous and fatty foods.
subject to the provisions of this sec-
tion. Components of paper and paper-
board in contact with dry food of the
type identified under Type VIII of table
1 in paragraph (¢) of this section are
subject to the provisions of §176.180.
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(a) Substances identified in para-
graph (a) (1) through (5) of this section
may be used as components of the food-
contact suarface of paper and paper-
board. Paper and paperboard products
shall be exempted from compliance
with the extractives limitations pre-
scribed in paragraph (c) of this section:
Provided, That the components of the
food-contact surface consist entirely of
one or more of the substances identi-
fied in this paragraph: And provided fur-
ther, That if the paper or paperboard
when extracted under the conditions
prescribed in paragraph (¢) of this sec-
tion exceeds the limitations on extrac-
tives contained in paragraph {¢) of this
section, information shall he available
from manufacturing records from
which it is possible to determine that
only substances identified in this para-

§176.170

graph (a) are present in the food-con-
tact surface of such paper or paper-
hoard.

(1) Substances generally recognized
as safe in food.

(2) Substances generally recognized
as safe for their intended use in paper
and paperboard products used in food
packaging.

{3) Substances used in agcordance
with a prior sanction or approval.

(4) Substances that by regulation in
parts 170 through 189 of this chapter
may be safely used without extractives
limitations as c¢omponents of the
uncoated or coated food-contact sur-
face of paper and paperboard in contact
with agueous or fatty food, subject to
the provisions of such regulation.

(5) Substances identified in this para-
graph, as follows:

List of Substances

Limitations

Acetyl p

Acrylamide-mathacrylic acid-malegic anhydride copolymers con-
taining nol more than 0.2 percent of residual acrylamide
monomer and having an average nilrogen conlent ol 14.9
percent such thal a 1 percent by weighl aqueous solulion
has a minimum viscosity of 600 centipoises al 75 °F, as de-
termined by LVG-sarias Brooklield viscometer {or equivalent}
using a No. 2 spindle at 30 r.p.m.

Acrylamide-f-meihacrylyloxyethyltrimeihylammonium  meihyl
sulfate copolymer resins containing not more than 10 molar
percent ol [-melhacrylyloxyelbyttimethyi: >nium methyl
sullate and conlaining less than 0.2% of residual acrylamide
monomer.

Acrylic acid, sodium salt copolymar wilh polyeithyleneglycol atlyl
elher (CAS Reg. No. 86830-15-1).

Acrylic acid copolymer with 2-acrylamido-2-methylpropane-sul-
lonic acid (CAS Reg. No. 40623-75-4) andfor ils ammo-
nium/alkali metal mixed salls. The copelymer is produced by
poly-merization of acrylic acid and 2-acrylamidp-2-
methylpropane-sullonic acid in a weight ralio of 60/40, such
that a 28 percen! by weigh! aqueous solution of the polymer
has a viscosity o 75-150 centipoises al 25 “C as deler-
mined by LV-series Brookfigld viscometer (or equivalent)
using a No. 2 spindle al 60 r.p.m.

Acrylonitrile polymer, reaction produel with ethylenediamine
sultate having a nilrogen content of 22.5-25.0 percemt [Kjel-
dahl dry basis) and conlaining no morg than 0.075 percent
monemar as elhyk iaming, The fini resin in a 24 per-
cenl by weighl agueous solution has a viscosity ol 1,000
2,000 centipoises al 25 °C as delermined by LVT-serigs
Brockfield viscometer using a No. 4 spindle al 50 r.p.m. {or
by olher equivalenl msthod).

Acrylonitrile polymer with styrena, reaction product with athyl-
enediamine acelale, having a nilrogen conlent of 7.4-8.3
percent (Kjeldahl dry basis) and confaining no more than
0.25 percent monomer as ethylenediamine.

For use only as polymerization catalysl.

For use only as a retention aid employed prior 1o the sheel-
iorming operakon in ithe manufacture of paper and paper-
board in such an amount thal the finished paper and paper-
board will conlain the addilive at a level nol in excess ol
Q.05 parcent by weighl ol dry libers in the finished paper and
paperboard.

For use only as a retention aid and llocculanl employed prior
1o the sheet-lorming operation in the manulaciure of paper
and paperboard.

For use only in paper mill boilers,

For use only as a scale inhibitor prior 10 the sheet-forming op-
eralion in the manulacture ol paper and paperboard and
used at a level nol to exceed 1.0 kilogram (2.2 pounds} of
copolymear per 907 kilograms {1 lon) ol dry papar and paper-
board fibers.

For use only as a size promoter and relention awd al a level nol
1o exceed 0.5 percent by weight of the dry paper and paper-
board.

1. For use only as a sizing material applied afier the sheel-
lorming operation in the manufacture of paper and paper
board in such amount that the paper and paperboard will
contain the addilive at a level not in excess of 0.25 percent
by weight of the dry paper and paperboard.

2. For use only as a sizing matesial applied prior to the sheel-
forming operalion in the manufaclure ol paper and paper-
board in such amount that \he paper and paperboard will
conlain the additive at a level nol in excess ol 1.0 parcen| by
weighl ol the dry paper and paparboard.
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Lisi ol Substances

Limitalions

1-Alkenyl glefing, confaining not less than 72 parcent of C.,
and higher cleting.

(2-Alkenyl) succinic anhydrides mixlura, in which 1ha alkenyl
groups are derived from olefing which conlain not less than
95 percent of C,+:Cz groups.

Alkyl{C) »-Cx)melbacrylalemelhacrylic acid copolymers (CAS
Reg. No. 27401-06-5).
1orL-Alkyl{C,-C \nJmercapians

Aluminum acetate.
2-Amino-2-methyl-1-propanol (CAS Reg. No. 124-88-5) ..

Ammonium  bis(W-ethyl-2-perfivorcalkyisulionamide  ethyl)
phosphates, conlaining not more than 15% ammonium mono
{N-ethyl-2-perfiuoroalkylsullonamido  eihyl)  phosphales,
where the alkyl group is more than 95% C, and the salls
have a fludiing content of 50.2% o 52.8% as determined on
a solids basis.

Ammonivm persuliate.

Ammonium (hicgulfale.

Ammonium zirconium carbonate (CAS Reg. No, 32535-84-5)
and its tartaric acid adduct.

Ammonium zirconium ciirate (CAS Reg. MNo. 149564-52-5),
ammonium zirconium lactale-citrale (CAS Reg. No. 148564~
§4-7), ammonium zirconium laclate {(CAS Reg. No. 149564-
63-6).

Anioni¢ polyurethane, preduced by reacling the preliminary
adduct formed irom the reaclion ol glyceryl monostearale
and 2,4-toluanediisocyanate wilh not more than 10 mole per-
cent N-methyldiethanolamine and not less than 90 male per
cent dimethylolpropionic acid. The final producl is a 15 10 20
percent by weight aqueous solution, having a Brookfield vis-
cosity of 25 W0 100 cenlipoises at 24 °C (75 °F).

9,10-Anthraquinone {Chemical Abstiacls Service Registry No.
B84-65-1) which has a purily of not less than 98 percent.

For use only under Ihe following conditions:

1, In coatings lor paper and paperboard with food of Types I,
I, Iv-B, and VIB described in fable 1 ol paragraph {c} of
1his saction undar condilions of use E, F, and G described in
1able 2 of paragraph {c} of 1his section.

2. In coatings for paper and paperboard with food ol Type VIl
descnbed in table ) of paragraph (¢) of this section under
conditions of use A ihrough H described in table 2 of para-
graph () of this section.

For use only as a sizing ageni employed prior 10 the sheel-
terming ion in the manul ol paper and paper-
board and limiled 10 use al a level not to exceed 1 percent
by weight of ihe finished dry paper and paparboard fibers.

For use only as slabilizers employed prior to the sheet-forming
operation in the manufaciure ol paper and paperboard.

For use only as pelymarizalion-control agenl.

For use as a dispersanl lor pigmenl suspension al a level nol
to excead 0.25 parcent by weight of pigmenl. The suspen-
sion is used as a component of coatings lor paper and pa-
perboard under condilions of use described in paragraph (c)
of this section, table 2, conditions of use E threugh G.

For use only as an gil and waler repellant at a level nol 1o ex-

ceed 0.17 pound {0.09 pound of luorine) per 1,000 square
lest of Ireated paper or paparboard of a sheel basis weight
of 100 pounds or less per 3,000 square feet ol paper or pa-
perboard, and al a level not to exceed 0.5 pound (0.26
pound of lluoring) per 1,000 square feel of rreated paper or
paperboard having a sheet basis wesght grealer than 100 Ib.
per 3,000 square fest as determined by analysis for tolal flu-
oring in the ireated paper or paperboard withow ct i
for any fluprine thal might be present in the wntrealed paper
or paperboard, when such paper or paperbeard is vsed as
Tollows:

. In contact, under conditions of use C, D, E, F, G, or H de-
scribed in lable 2 of paragraph (c) of ihis section, with non-
alcoholic food.

2. In contact with bakery products ol Type VI, Vill, and IX de-
scribed in lable | of paragraph (¢) of this section under good
marnulacluting practices of commercial and instiwtional bak-
ing.

For use only as an insolubilizer lor binders used in coatings 1or
paper and paperboard, and limiled 10 use al a level not to
exceed 2.5 percent by weight of coating sofids.

For use as insolubilizers wilh protein binders in coatings jor
paper and papsrboard, al a level nol to exceed 1.4 parceni
by weight of coaling solids.

For use only as a surface sizing agent al a level not lo exceed
0.1 paicen! by weigh! ol dry paper and paperboard.

For use only as a pulping aid in the alkaline pulping of
lignocellulosic material at levals not 10 exceed 0.1 parcent by
weight ol the raw ignocellulosic material.
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§176.170

List of Substances

Limilations

Aromalic petroleum hydrocarbon resin, hydrogenated (CAS
FAeg. No. 88526—47-0), produced by the catalytic polym-
erization of aromatic subslituted olefins Irom low beiling dis-
lillates of cracked pelroleum siocks with a beiling point no
grealer than 220 °C (428 *F), and the subsequen! catalylic
reduction of the resulting ic p y bon
rasin, The resin mesets the following specilications: softening
point 85 “C (185 °F) minimum, as determined by ASTM
Melhod E 28-67 {Reapproved 1982), “§ilandard Test Meaih-
od for Sollening Point by Ring-and-Ball Apparatus,” and ani-
line point 70 =C {158 °F) minimum, as delermined by ASTM
Method D 611-82, "Standard Test Melhods for Aniline Point
and Mixed Aniling Point ol Pelroleum Froducls and Hydro-
carbon Solvents,” which ara incorporated by reference in ac-
cordance with 5 U.S.C. 552(a) and 1 CFR pan 51, Copies
may be obiained from the American Society lor Tesking and
Malerials, 100 Barr Harbor Dr., West Conghohocken, Phila-
delphia, PA 19428.2959, or may ba examined at ihe Na-
tional Archives and Records Administralion (NARA). For in-
formalion on the availability of this material at NARA, call

202-741-6030, or go to:  hiipwww.archives.gow
fedaral__registericode__of__tederal__regulations/
ibr_locations.hirmi..

AzO-bisi yronitrile

1,2-Benzisothiazolin-3-o0na (CAS Fegistry No. 2634-33-5)

Benzoyl peroxide
MN.N-Bis(2-hydroxyathylalkyl (C,2-Cs)amide

Bis{mathoxymethyljtetrakis-](octadecyloxy)-methyljmetamine
resins having a 5.8-6.5 percent nitrogen conlent (CAS Req,
No, 68412-27-1}.

2-Bromo-2-nitro-1,3-propanediol {CAS Reg. No. 52-51-7)

Butanedioic acid, sullo-1,4-di-(Cy-Cyy alkyl) ester, ammonium
sall (also known as bulanedioic acid, sulfo-1,4-disodecyt
aster, ammonium sall [CAS Reg. No. 144093-88~9])..

tort-Bulyl hydroperaxide

tart-Bulyl peroxide

Calcium isost 1

Carrageenan and salls ol cawageenan as descrbed in
§§172.620 and 172.626 of this chapter,

Caslor oil. hydrogenated.

Caslor oil, sulialed, ammonium, potassium, or sodium sall.

Celiuioss, regenerated.

a =

Cobaltous acetale
Cumene hydrop
Cyanoguanidine

n-Dacyl alcahol

For use only as modifiers in wax polymer blend coafings for
paper and paperboard at a levael not o exceed 50 weighi-
percent ol the coaling solids under conditions of use E, F,
and G identilied in 1able 2 ol paragraph {(c) ol this section.

For use only as polymarizalion catalysl.

For use only as a preservalive in paper coating composilions
and fimited to use al a level not 1o exceed 0.01 mg/in?
{0.0016 mg/cm?) of the linished paper and paperboard.

Do.

For use onfy as an adjuvant to control pulp absorbency and
pilch conlent in the manulacture of paper and paperboard
prier o the sheet lorming cperation,

For use only under the following conditions:

1, As a waler repellani amployed pricr to the sheel-lorming op-
eration in the manufaciure of paper and paperboard in such
amounl that the linished paper and paperboard will contain
the additive al a level not in excess of 1.6 perceni by wsight
of the finished dry paper and paperboard libers.

2. The finished paper and paperboard will be used in contacl
with nenalcoholic loods only.

3. As a waler repellant employed aller the sheel-lorming oper-
ation in the manulacture ol paper and paperboard in such
amount that the finished paper and paperboard will contain
the additive al a level nol lo exceed 1.6 percem by weight of
the finished dry paper and paperboard libers, The linished
paper ang paperboard will be used only in comtact with food
of Types |, Il, IV-B, VI, VII-B, and VIIl described in lable 1 of
paragraph (c) of this section.

For use only as an anlimicrobial/preservalive in fillers, pigment
slurries, starch sizing solutions, and latex coatings at levels
nol 1o exceed D.04 percent by weight of ihosa components.

For use as a surface aclive agent in package coating inks at
levels not o exceed 3 parcent by weight of the coating ink.

For use only as polymerizalion catalysl.
Do
For use only with n-decyl alcohol as a stabilizing material lor
q icium stearate di icns intended for use as
components of coatings lor paper and paperboard.

For usa only as polymerization-control agent.
For use only as polymerizalion catalyst.
Do.

For use only:

1. As a modilier for amino resins.

2. As a lluidizing ageni in starch and protein coalings for paper
and paperboard,

For use only with calcium isosiearate as a siabilizing material
for ag Ici 1 e dispersi intended lor use as
componenis of coalings for paper and paperboard.
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List of Substances

Limilations

Dialdehvd,
Y

guar gum

Dialdehyde locus! bean gum

Dialkyl{C,+-Civ}carbamoyl chloride (CAS Reg. No. 41319-54-
4} manufaciured by the reaclion of secondary amines de-
nved from lalty acids of animal or vegelable sources with
phosgene.

Diallyldimeihyl amrmonium chloride polymer wilh acryamide
and polassium acrylale, produced by copolymerizing either
(1} diallyldimathyl ammonium chloride and acrylamide in a
weighl ratio ol 50/50, wilh 4.4 percenl of the acrylamide sub-
saquently hydrolyzed to polassium acrylate or (2) polym-
erized diallyldimeihyl ammonium chioride, acrylamide and
polassium acrylate (as acrylic acid) in a weight ratio of 50/
47.8/2.2, respeciively, so thal the linished resin in & 1 per-
cenl by weighl aqueous solulion (aclive polymer) has a vis-
cosity of more (han 22 cenlipoises al 22 *C (72 °F}) as deler-
mined by LVF series, Brooklield Viscomaiar using No. 1
spindle at 50 APM {or by other equivalent method} (CAS
Reg. Ne, 25136-75-8).

Dialiyidimethylammenium chipride with acrylamide (CAS Reg.
No. 26550-05-6). The copolymer is produced by copolym-
erizing diallyldimethylammonium chloride with acrylamide in
a weigh! ratio of 50~-50 so that the linished resin in a 1 per-
cent by weight agqueous solulion (aclive polymer) has a vis-
cosity of more than 22 centipoises at 22 °C (71.6 °F), as de-
termined by LVF-series Brookfisld viscomater using a No. 1
spindle at 50 r.p.m. {or by olher equivalent method).

Dialiyldiathyl. i hloride polymer with acrdamide, and
diallyldimethylammonium chloride, produced by copolym-
erizing acrylamicle, diallyldiethylammonium  chloride, and
diallyldimethylammonium chioride, respectively, in the fol-
lowing weighl ratios and having viscosilies delermined at 22
*C. by LVF-series Brookfield viscometer using a No. t spin-
dle al 60 r.p.m. {or by other equivaleni method), as follows:.

1. Weight ralio: 50-2.5—47.5. The finishad resin ina 1 per-
cenl by weighl agueous solution has a minimum vis-
casily of 22 centipoises.

2. Weight ralio: 25-2.5-72.5. The finished resin in a 0.20
parcent by weigh! agueous solution has a minimum vis-
cosity of 20 centipoises,

3. Weight ralio: 80-2.5-17.5. The finished resin in a 0.30
percent by weighl aqueous solution has a minimum vis-
cosily of 50 centipoises.

Diallyldiglhylammaonium chiloride polymer wilh acrylamide, po-
\assium acrylate, and diallyldimelhylammanium chioride. The
polymer is produced by copolymerizing either: (1) acryl
amide, diallyldiethylammonium chiorida, and
diallyidimeihylammonium chlofide in a weigh! ratic ol 50—
2.5-47.5, respectively, with 4.4 percent of the acrfdamide
subsequently bydrolyzed 10 potassium acrylate, or (2) acryl-
amida, potassium  acrylate fas  awylic  acd),
diallytdiethylammeonium chloride, and
dialiyidimethylammonium chioride in a weight ratio of 47.8-
22-25-47.5. so that the finishad resin in a 1 percenl by
weight agueous soluticn has a minimum viscosity of 22 cen-
lipoises at 22 °C. as dslermined by LVF-series Brockliekd
viscomeler using a Mo, 1 spindle at 60 rp.m. (or by other
equivalent mathod).

For use only as a wel-strength agent employed prior to the
sheet-lorming operation in the manulacture of paper and pa-
perboard and used at a level not Lo exceed 1% by weighi of
the finished dry paper and paperbeard fibers.

Do.

For use as a sizing agent at a leval not to excead 0.2 parcen!

by weight of the dry liber,

For use only as a ratention and/or drainage aid employed prior
to the shoel-lorming operations in (the manulaciure of paper
and paperboard and limited 1o use at a level not 10 exceed
0.05 percent by weight of Ihe linished paper and paper-
board.

For use only as a drainage and/or relenfion aid employed prior
10 the sheel-ioming ign in the ol paper
and paperboard and limilad to use al a level not lo exceed
0.05 percenl by weigh! ol tha finished paper and paper-
board.

For use only as a relention aid employed prior to the shest-
forming cperation in the manufaciure ol paper and paper-
board and limited lo use al a level not to exceed 0.05 per-
cenl by waighl ol the linished paper and paperboard.

For use only as a drainage andior retenlion aid employed prior
to ihe sheel-forming operation in the manutacture of paper
and paperboard and limited 1o use al a level not to axceed
0.075 percent by weighl of the linished paper and paper-
board.

For use only as a drainage and/or relention aid employed prior
to the sheel-forming operation in the manulacture of paper
and paperboard and limiled to use al a lavel not to exceed
0.075 percent by weight ol the finished paper and paper
board.

For use only as a retenlion aid employed prior to the sheei-
forming operation in the manulacture of paper and paper-
beard and limited 10 use at a level nol 10 exceed 0.05 per-
cenl by waight of tha finished paper and paperboard.
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List of Substances

Limitations

Dialiyidimethylammonium chloride polymer wilh acrylamide, re-
action product wilh glyoxal, preduced by copolymerizing not
less than 90 weight percent of acrylarmde and not more than

For use only as a dry and wel strenglh agen! employed prior
to the sheel-iorming operation in the manufaclure of paper
and paperboard in such an amount thal ihe finished paper

10 waeight percent ol diallyldimethylar hioridh
which is then cross-linked wnlh nol more than 30 weight per-
cen ol glyoxal, such that a 10 percent agqueous solulion has
a minimum viscosity of 25 centipoises al 25 "C as deter-
minad by Brooklield viscometer Model RVF, using a No. 1
spindle al 100 r.p.m.

2.2-Dibromo-3-nitrilopropionamide {CAS Reg. No.10222-01-2),

2.5-Di-tert-butyl hydroquinone

Dieihar

Disthanolamine salls of mono- and bis (1M, 14,2H4,2H-perfluo-
rpalkyl) phosphates where the alkyl group is even-numbared
in the range Cu-Cx and the salis have a flucrine comant of
52.4% o 54.4% as determined on a solids basis,

Disthyl(2-hydroxyeihyl) methylammonium melhyl sulfate, acry-
lata. polymer with acrylamide, chemical absiracl service reg-
istry No, [26796-75-8] having 90-95 mole pcl acrylarmide, a
nitrogen content of nol more than 19.7 pel. {Kjeldahl, dry
basis), and a residual acryiamide monomer conlent ol not
more than 0.1 pel. The finished polymer in a 1 pct, by weight
aqueous solulion has a minimum viscosity ol 900 cenlipoises
al 25 °C as determined by LVT-saries Brookfield viscometer
using a No. 2 spindle at 12 r.p.m. {or by equivalenl method).

Diethylenetriamine

N.N-Diisopropanolamide of tallow fatty acids

Dnmelhylam:ne—epnmlorohydnn copolymer in which not more

and pap d will contain the additive al a level not in ex-
cess ol 2 percent by weight of the dry fibars in the Tinished
paper and paperboard.

For use as a preservalive at a level not to exceed 100 pars
per million in coating formulations and in compaonent slurries
and emulsions, used in the production ol paper and paper-
board and coalings lor paper and paperboard.

For use only as an antioxidant for faity based coating adju-
vanis provided il is used at a lavel not to excesed 0.005% by
weighl ol coating sofids.

For use only:

1. As an adjuvant to conlrol pulp absorbency and piich conlent
in the manulacture of paper and paperboard pricr to Ihe
shael-torming operation.

2.In paper mill boilers.

For use only as an oil and waler repellant at a level not to ex-
ceed 0.17 pound (0.03 pound of fluorine) per 1,000 square
lee! of treated paper or paperboard, as datermined by anal-
ysis for total Huorine in the treated paper of paperboard wilh-
oul correclion for any lluorine which might be present in the
unireated paper or paperboard, when such paper or paper
board is used in contact with nenalcoholic loods under the
condilions ol use described in paragraph (c) of this section,
1able 2, condilions of use (B} through {H).

For use only as a retention aid and drainage aid empioyed
prior to the sheet-lorming operalion in the manufacture ol
paper and paperboard at a level not to exesed 0.15 pel. by
weight of finished dry paper and paperboard fibers.

Faor use only as a madifier for aming resins.

For use only as an adjuvant to conirol pulp absorbency and
pitch content in the manufacture ol paper and paperboard
prior to the sheat-forming opsration.

For use only:

than § molg-percent of dimaethy may be repl by
an equimolar amount ol ethylenadiamine and in which the
ratio ol total amine lo epichlorohydrin does nol exceed 1:1.
The nilrogen content of the copelymer shall be 9.4 fo 10.8
weight perceni on a dry basis and a 10 percent by weight
aqueous solution of the final product has a minimum vis-
cosity ol 5.0 centipowses at 25 “C, as delermined by LVT-se-
ries Brookliold viscometer using a No. 1 spindle at 80 r.p.m.
{or by other equivalent melhod)

MH{(Dimethylamino)methyl] ly with
and styrene having a nllmgen conlenl ol not more Ihan 16.9
percent and a residual acrylamide monomer contenl of not
marg than 0.2 percent on a dry basis,

N, N-Dloleoylamylenedlamme

Diphenyi

Dipropylene glycol.
Disodium salt of 1.4-dihydro-9,10-dihydroxyanthracene (CAS
Reg. No. 73347-80-5).

MN.N -Distearoylethylenediamine.

1. As a aid employed bafore the shest-lorming oper-
alion in the manufacture of paper and paperboard and m-
iled to use al a level nol to exceed 1 percent by weight of
the finished paper and paperboard.

2. Al the size press at a level not 1o exceed 0.017 percen! by
weight of the finished paper and paperboard.

For use only as a dry-sirength agent employed prior 1o the
sheet-lorming operation in the manulaciure of paper and pa-
perboard and used at a level nol 1o exceed 1 perceni by
waight of finished dry paper or paperboard libers,

For use only as an anfipadant dor fatty based coaling adju-
vanis provided il is used a1 a level not to exceed 0.005% by
weight of coating solids.

For use only as a calalyst in the alkaling puiping of
lignocellulosic materials al levels not to exceed 0.1 percent
by weight of the raw lignocellulosic materials.



§176.170

21 CFR Ch. | (4-1-13 Edlition)

List ol Substances

Limitations

n-Dodecylguanidine acetate

n-Dodecylguanidine hydrochloride ..

Fally acids derived from animal and vegetable fats and oils
and salls of such acids, single or mixed, as follows:
Aluminum,

Ammoniym.
Calgium,
Magnesiurm.
Potassium.
Sodium,
Zinc.

Ferri¢ ¢hloride.

Ferrous ammonium suffate.

Figh oil, hydrogenated.

Flsh oil, hydrogenated, polassium sall.

F lieran and salts ol lurcell as described in §§ 172.655
and 172.660 of this chapter.

Glutaraldehyde (CAS Req. No. 111-30-8) ..

Glyceryl lactosiearale.

Glyceryl mono-1,2-hydroxyslearate.

Glycaryl monoricinoleats.

Guar gum modilied by tr
chicnide hydrochloride.

with B-disthyl ethyl

Guar gum modilied by ireatment wilh not more than 25 weighl
parcent of 2,3-epoxypropyltri-methylammonium chioride such
that the linished product has a maximum chlorine conient of
4.5 percent, a maximum nilrogen conlent ol 3.0 parcem and

For use only as an ankimicrobial agent in paper and paper-
board under the toliowing conditions:

1. For conlacl only wath nonalcoholic food having a pH above 5
and provided it is used al a level not to excesed 0.4 percent
by weight of the paper and paperboard.

2. For use in the culer ply ol multiwall paper bags lor contact
wilh dry food of Type VIl dascribad in table | of paragraph
{c} of this seclion and provided it is used al a level ol 0.8
percent by weight of the paper.

For use only as an anlimicrobial agent in paper and paper-
board under 1he iollowing conditions:

1. For contact enly with nonalcoholic food having a pH above 5
and provided i is used at a level nol lo exceed 0.4 percent
ty weight of the paper and paperboard.

2. For use in the outer ply ol mulliwall paper bags for conlact
with dry food of Type VIl described in 1able | ol paragraph
(¢} of this section and provided it is wsed at a level of 0.8
percent by weight ol the paper.

For use only as an antimicrobial agent in pigment and filler
slurries used in the manulaciure of paper and paperboard al
levals nol to exceed 300 pans per million by weight ol 1he
slurry solids.

For use only as a retenlion aid and/or drainage aid employeu
prior 10 the sheet-lorming 1 in ihe o
paper and paperboard.

For use only as a relention aid and/or inlemal size empluyeﬁ
prior 1o the sheet-lerming operalion in the of
paper and paperboard, and limited lo use al a level: (1) Not
o exceed 0.15 percend by weight of the linished dry paper

& minimum viscosity in 1-pearcent-by-weight
of 1,000 centipoises a1 77 °F, as delermined by RV-series
Brookfield viscometer (or equivalent) using a No. 3 spindle at
20 r.p.m,

NN N, N, N, N*-Hexakis (methoxymethyl)-1,3,5-triazine-2.4,6+
triamine polymer with slearyl alcohol, a-ocladecenyl-omega-
hydroxypoly{oxy-1.2-ethanediyl}, and afkyl {C20+) alcohols
(CAS Reg. No. 130328-24-4).

Hexamalhylenetetraming

Hydroquinone and the monomaeihyl or monoethyl ethers ol hy-
droquinone.

Hydroxymethyl-5,8-dimethylhydantoin {CAS Reg. Mo. 27636
B2-4), mixture with 1,3-bis{hydroxymethyl)-5,5-
dimethylhydantoin {CAS Reg. No. 6440-58-0).

Hydroxypropyl guar gum having a minimum viscosity of 5,000
centipoises al 25 *C., as delermined by RV-series Brookfield
viscometer using a No. 4 spindle at 20 r.p.m. {or other suil-
able melhod} and using a lest sample prepared by dissolving
S5 grams ol moisture-free hydroxypropyl guar gum in 495 mil-
lilitars of a 70 percenl by weighl aqueous propylene glycol
solution.

and paparboard fibers intended for use in contact with all
types of loods, excepl (2) nol to exceed 0.30 pct. by weight
ol the finished dried paper and paperboard libers for use
wilh nonalcoholic and nonlatty food of types idenlified under
Types I. 0, IW-B. V1-B. VII-B. and VIl ol table | in par. {c) of
this section,

For use only as a waler-repellent applied to the suriace of
paper and paperbeard at lovels not 10 exceed 1 percent by
weight of the finished dry paperboard fibers. Tha iinished
paper and paperboard will be used in contact with aqueous
loods undes condilions of use B through G as described in
lable 2 of paragraph {c) of this section.

For use only as palymerization cross-linking agent for protein,
including casein.

For use only as an inhibiter for monomers,

For use only as a preservalive in clay-type fillers at a level not
1o excesd a combined tolal of 1,200 milligrams/kilograms
hydroxymaethyl-5,5-dimelhylhydantoin and 1.3
bis{hydroxymethyl}-58,5-dimethylhydantoin in the filler.

For use only as a dry strength and formation aid agent em-
ployed prior to the sheet-forming operation in the manufac-
{ure of paper and paperboard and used al a level not to ex-
ceed 1.5 percenl by weight of finished dry paper or paper-
board fibars.
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12-Hydroxysleanc acid-polyethylene glycol block copotymers
{CAS Reg. No. 70142-34-6) produced by the reaclion of
polyethylene glycol (minimum molecular weight 200) with 12-
hydroxyskearic acid.

Imidazolium compounds, 2-{C,; and Cys-unsaturated alkyl)-1-
2-{Cix and Ciw d hyl]-4.5-dinydro-1-
medhyl, methyl sullates (CAS Reg. No. 72749-55-4).,

Isopropyl m- and p-crasols (lhymol denved) ..........cccocenecenennn

Isopropyl peroxydicarbonate
Japan wax.
Lanokin.
Lauryl peroxide
Lauryl sullate salts:
Ammaonium,
Magnasium.
Polassium,
Sodium.
Lecithin, hydroxylated.
Lignin sullonate and its calcium, potassium, and sodium salts.
Malgic anhydride, polymer wilh elhyl acrylale and vinyl acelate,
hydrolyzed (CAS Reg. No. 113221-69-5) and/or ils ammo-
niurm, potassium, and sodium salis.

Mathacrylic acid-acrylic acid copolymer (CAS Reg. No, 25751-
21-7).

N-methyldialiylamine hydrochloride polymer with
epichlorohydrin having a nitrogen conlent of 4.8 to 5.9 per-
cent (Kjeldahl dry basis) such that a 20 percent by weight
agueous solution has a minimum viscosity of 30 centipoises
and maximum viscosity of 100 cenlipoises al 25 *C, as de-
iemined by LVF Model Brookfield viscometer using a No. 1
spindle al 60 r.p.m. (or equivalen method).

Methyl naphihalens sullonic acid-lormaldehyde condensate,
sodium sall.

N-methyl-N-{tall oil acyl) 1aunng, sodium sah (CAS Reg. No.
61791-41-1),

Minsral oil, white.

Mone-, di-, tri-(1-meihyl-1-phenylethyi)-phenol, ethoxylaled,
suliated, ammenium sall with an average of 12 to 16 moles
ol ethylerwe oxide (CAS Reg. No. 68130-71-2).

Monoglyceride citrate.

Monoisopropanclamine {CAS Reg, No. 78-96-6) .. ...vrivivns

Mu
salt,

Naphthalene sulfonic acid-lormaldehyde condensate, sodium
salt.

d oil, or sedium

ammonium, p

Nitroceflulose, 10.9=12.2% nitrogen.

Olaoic acid, suilated, ammonium, pelassium, or sodium salt.

N-Oleoyl- W -siearoylathylanediamine.

Oxystearin.

Paralormaldehyde

Pentanoic  acid, 4.4-bis  |(gamma-omega-perfiuoro-Cy
alkyljthio] dervatives, compounds with diethanolaming (CAS
Reg. No. 71608-61.2).

Perlluoroalkyl acrylate copolymer {CAS Reg. No. 92265-81-1)
containing 35 to 40 weight percent fluorine, produced by the
copolymaerization of ethanaminium, N MM tnimethyl-2-[(2-
methyl-1-oxo-2-propenyl}-oxy]-, chicride; 2-propenoic acid, 2-
mathyl-. oxiranylmelhyl ester: 2-propencic acid, 2-ethoxyelhyl
esler; and 2-propencic  acid,  2[|{heptadecafluorg-
octylsullonyl] methyl aminojelhy) ester,

For use only as a surlactant for dispersions of polyacrylamide
relention and drainage aids empicyed prior ta the sheat
lorming operation in the manufacture of paper and paper-
board.

For use only at a lavel nol 10 exceed 0.5 percenl by weaighi of
the dry paper and paperboard.

For use only as an anlioxidant for fatty based coaling adju-
vants provided il is used as a level not lo exceed 0.005% by
weight of coaling solids.

For use only as polymerization calalysl.

For use only as polymarization catalyst,

For use only as a deposit control additive prior to the sheel
tferming operation lo prevenl scale buildup in the manutac-
ture of paper and paperboard in conlact with lood, at a level
not 10 exceed 0.075 percent (as the acid) by weight of the
dry paper and paperboard,

For use only as a bailer water additive al a level not 10 excesd
50 parts per million in {he boller water.

For use only as a relention aid, llocculating ageni, and wet-
strength agent employed in the manufaciure of paper and
paperboard prior o 1he sheei-torming operation and limited
1o use at a leval nol 1o exceed 1.5 percent by weight of the
dry paper and paperboard,

For use only as an adjuvani to control pulp absorbency and
pitch content in fne marulaclure of paper and paperboard
prios 1o the sheet-forming operalion,

For use only 1o control scale lormation in the manufaciure of
paper and paperboard prior 10 the sheetforming operation at
a level nol to exceed 0.045 percent by weight of the dry
paper and paperboard,

For use only as an emulsilier lor rosin based sizing at a level
nol to excesd 0.03 percent by weight of Ihe finished dry
paper and paperboard,

For use as a dispersant lor 1i diguide 15 al a
level not to exceed 0.68 percenl by weight ol ianium diox-
ide. The finished paper and paperboard will ba used in ¢on-
1act with all food types under condilions ol use E through G
described in lable 2 ol paragrapb (c) of this section,

For use only as an adjuvant to control pulp absorbency and
pilch coment in the manufacture of paper and paperboard
prior to the sheel-lorming operation.

For use only as setling agent for protein,

For use only as an oil and water repellent ard used at a level
not to exceed 8 pounds per ton of the finished paper or pa-
perboard when such paper or paperboard is used in contacl
with nonafcoholic foods under condilions ol wse € through H
describad in table 2 of paragraph (c) ol this section.

For use enly as an cil and water repelient al a level not lo ex-
ceed 0.5 percent by weight of the finished paper and paper-
board in conlact with nonalcoholic foods under conditions o
use C. D, E, F. G, or H described in lable 2 of paragraph (c)
ol this section.
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Perluoroalkyl substiluled phosphate ester acids, ammonium
salis formed by the reaction of 2,2-bis| {y.w-periuoroCa s
atkylthio) mathyl]-1,3-propanediol, polyphosphoric acid and
ammonium hydroxide.

Peiroleum asphall, steam and vacuum refined 1o meet the lol
lowing specilications: Soltening poinl B8°C 1o 93°C, as de-
lermined by ASTM methed D36-76, "Standard Tes! Method
lor Softening Point of Bitumen (Ring-and-Ball Apparatus)”
penelralion at 25°C not 10 exceed 0.3 mm, as delermined by
ASTM method D5-73 (Reapproved 1978). “Standard Test
Method lor Penelralion of Bituminous Malerials.” which are
incorporated by reference {Copies may be oblained from the
Amarican Society for Testing Materiats, 100 Barr Harber Dr.,
Wesi Conshohocken, Philadelphia, PA 19428.2959, or may
be examined al the Mational Archives and Records Adminis-
tration {NARA). For information on the availability of this ma-
lerial al NARA. call 202-741-6030, or go lo: htp
www.archives.gov/federal_register/
code__of__federal _regulalions/ibr _ localions.himl.): and
maximum weight loss not to excead 3% when distilled 1o
371°C, nor to exceed an additional 1,1% when furher dig-
liled between 371°C and thermal decompasition.

Pelroleumn wax, synthetic

Phanothiazine

Pheny! acid phosphale

Phenyl-B-naphthylamina

Phesphoric acid esters and polyesiers (and their sodium salis)
of tnathanolaming lormed by 1he reaclion of iristhanolaming
with polyphosphoric acid 10 produce a mixture of esters hav-
ing an average nilrogen content ol 1.5 percent and an aver-
age phosphorus content of 32 percent {as PO,).

Poly[acrylamide-acrylic acid-N-{dimethyl-aminomethyljacny-
arnide], produced by reacling 2.40 1o 3.12 parts by weight of
polyacrylamide wilh 1.55 paris dimethylamine and 1 part
formaldehyde, and containing no more than 0.2 percent
monomer as acrylamide.

Poly(2-aminoethyl acrylale nitrate-co-2-hydroxypropyl acrylale)
produced when one mole ol hydroxypropyl acrylale and
three moles ol acrylic acid are reacted with three moles of
elhylgniming and three moles of nilic acid. such that a 35
percent by weighl aqueous sclution has a minimum viscosity
ol 150 centipoises at 72 °F., as delermined by AVF-series
Brooklield viscomsier {or equivalent} using a No. 2 spindie at
20 rpam,

Polyacrolein (1 part) -sodium bisulfite (0.7 part} adduci, con-
laining ¢xcess bisullite {ralio ol excess bisullite o adduct not
10 exceed 1.5 to 1).

Polylacrylamide-acrylic  acid-N-(dimelhylaminomethyl)  acryl-
amide] (C.A. Registry No. 53800-41-2}, produced by react-
ing 9.6-16.4 pars by weighl of polyacrlamide with 1.6 parts
dimethylaming and 1 part jormaldebyds, and conlaining no
morg than 0.2% menomer as acrylamide, such that a 20%
aqueous solution has 2 minimum viscosity of 4,000 cP at 25
*C., as determined by Brookfield viscomeler modal RVT,
using a No. 5 spindle at 20 r/min {or equivalent method).

For use only as an oil and water repeliani at a level notl 10 ex-
ceed 0.44 percent perfluoroalkyl actives by weight of 1he fin-
ished paper arnd paperboard in condaci with non-alceholic
loods under condition ol use H as described in table 2 of
paragraph (c) of this section; and in conlaci with lood ol
types Il IW-A, V., VII-A, and IX described in table 1 of para-
graph (c) of this section under conditicns of use € through G
as described in table 2 of paragraph {c} of this seciion.

Complying with § 178.3700 of this chapter.

For use only as a component of internal sizing ol paper and
paperboard intended for use in conlact only wilh raw Truits,
raw vegelables, and dry food of the type identilied under
Type VIl of table 1 in paragraph (c) ol this seclion, and pro-
vided that the asphall is used at a level nol to exceed 5% by
weigh! of the linished dry paper and paperboard fibers.

Complying with § 178.3720 of this chapter.

For use only as antioxidanl in dry rosin size.

For use only as polymerization catalysi in melamine-tormalde-
hyde modilied alkyd coalings and limited 10 use al a level
nol lo exceed 2% by weight of the coaling solids.

For use only as anlioxidant in dry rosin size and limited lo use
al a level not 1o exceed 0.4% by weight of Ihe dry rosin size.

For usa as an adjuvanl prior to the sheet lorming operation to
control pitch and scale lormation in the manuilaclure ol paper
and paperboard inlended lor use in contact with food only of
the types identified in paragraph (g} of this seclion, table 1,
under Typas I, IV, Vv, VIi, VI, and IX, and used al a level
not 10 exceed 0.075 percenl by weigh! of dry paper or pa-
perboard libers.

For use only as a drainage aid and retenlion aid employed
prior 1o the sheet-forming operation in the manufaciure of
paper and paperboard lor use in conlact with faity loods
under condilions ol usa described in paragraph {c) of Whis
section, table 2, conditions of use E, F, and G.

For use only as a relention and drainage aid employed prior to
the sheal-forming operalion in the manulaciure of paper and
paparboard at a level nol 1o exceed 0.2 percent by weight of
dry paper or paperboard fiber,

For use only as an agenl in modilying starches and starch
gums used in the pioduction of paper and paperboard and
limiled lo use at a level ol 1o excead 0.08 mgfin? of the lin-
ished paper and paperboard.

For use only as a drainage aid, relention aid, or dry-strengih
agent employed prior to the sheet-lorming operaiion in the
manufaciure of paper and paperboard at a level nol to ex-
ceed 0.25 percenl by weight of finished dry paper and pa-
perboard fibars, when such paper or paperboard is used in
conlact with atty foods under conditions of use described in
paragraph (¢} of this seclion, 1able 2, condilions of usg E, F,
and G.
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Polyamide-epichlorohydnin modified resin produced by reacting | For use only as a 1 aid and 1) i ployad prior

adipic acid wilth disthylene triamine to produce a basic poly-
amide which is modified by reaction wilh lormic acid and
iormaldehyde and further reacled with epichlorohydrin in the
presence of ammonium hydroxide 1o lom a watersoluble
cationic resin having a nilrogen content ol 13-16 percent
{Kjeldahi, dry basis) such thal a 35 percent by weight aque-
ous solution has & minimum viscosily ol 75 cenlipoises al 25
“C, as detemnined by Brookfield viscomeler using a No. 1
spindle & 12 r.p.m.

Polyamide-epichlorchydrin waler-soluble thermosetting resins
ICAS Reg. No. B8583-79-9) prepared by reacling adipic
acid with digthylenetriaming \o lorm a basic polyamide and
further reacting the polyamide with an epichiorohydrin and
dimethylamine mixture such that the linished resins have a
rilrogen contenl ol 17.0 to 18.0 percent ol a dry basis, and
1hat a 30-perceni-by-weighl aqueous solulion has a minimurm
viscosity of 350 cenlipoises at 20 *C. as determined by a
Brookiteld viscometer using a No. 3 spindle at 30 rp.m. (or
equivalent meihed).

Polyamide-epichlorchydrin  waler-soluble Iharmosstling  resin
{CAS Reg. No. 96387—48-3) prepared by reacting A-metihyl-
bis{3-aminopropy!) amine with oxalic acid and urea to lorm a
basic polyamide and lurther reacling the polyamide with
epichlorohydrin,

Polyamide-epichlorohydrin waler-soluble thermosetiing resins
preparad by reacting adipic acid, isophthalic acid, itaconic
acid or dimethyl gl wilh disthyl jamine lo lorm a
basic polyamide and further reacling the polyamide wilh one
of e lollowing:

Epichlorchydrin,

Epichlorotydrin and ammonia mixture.

Epichlorohydrin and sediurm hydrosulfite mixture.

i hy imi pé shydrin rasin prep

by reacling hexanadicic acid, A-(2-aminoathyl)-1.2-
ethanediamine, {chloromethyl)oxirane, ethylaneimine
(azirding), and polyethylone glycol, parlly newtralized with
sulluric acid (CAS Reg. Mo. 167678—-45-7).

Polyamidol-spichlorohydrin modified resin produced by reacting
glutaric acid dimelhyl asiar with disthylene-lnamine to
produce a basic polyamide which is modilied by reaction
with formaldehyde and further reacted with epicholorohydrin
o lorm a water soluble cationie resin having a nitrogen con-
tent of 10.9-11.9 parcant and a chiorine content ol 13.8-
14.6 percenl, on a dry basis, and a minimum viscosity, in
12,5 percent by weight aquaous solution, of 10 centipoises
at 25 *C, as determined by a Brookfigld Madel LVF viscom-
eler using a No. 1 spindie al 60 r.p.m. (or equivalent meth-
od).

Polyamine-epichiorohydrin resin produced by Ihe reaction of

pi shydrin wilh mor damine lo form a prepolymer
and further reaclion ol this prepolymer with NNN.N-
tetramethylethylenediamine such that the hinished resin hav-
iy a nitrogen conteni ol 11.6 10 14.8 percent and & chivine
conlent of 20.8 to 26.4 percent and a minimum viscosity, in
25 percent by weight aqueous solution, of 500 centipoisas at
25 °C, as delermined by LV-series Brookfield viscometer
using a No, 2 spindie al 12 rp.m. (or by other equivalen!
method).

Polyamine-apichlorohydnn resin produced by ihe reaclion of
N.N-dimethyl-1,3-propanediamine with epichlorohydrin and
further reacied with sutturic acid, Chemical Absiracls Service
Registry Number [27029—-41-0], such that the finished resin
has a maximum nitrogen content of 14.4 percent (dry basis)
and a minimum viscosity in 30 perceni by weight aquecus
salution {pH 4-6) ol 50 cenuipoises a1 25 °C, as detemnined
by Brooklield LVT model viscometar. using a No. 1 spindle
al 12 r.p.m. {or equivaleni melhod).

Polyamid ya-ethy

1 Whe sheei-lorming operation in the manuiacture of paper
and paperboard and used a1 a level not 10 excesd 0.2 per-
cent dry rasin by weight of finished dry paper or paparboard
libars,

For use only under the Tollowing conditions:

1. As a relenlion aid employed prior 10 the shest-forming oper-
ation in the manufaciure of paper and paperboard and lim-
ited 10 use at a level nol to axceed 0.12 percent by weight ol
dry paper or paperboard.

2. The linished paper or paperboard will be used in contacl
with food only ol the types idenlified in paragraph (c) of 1his
section, table 1, under types | and IV-B and under conditions
ol use described in paragraph {¢) ol this seclion, table 2,
condilions of use F and G.

For use only as a wel strength agent and/or retention aid em-
ployed prior o the sheel-forming operation in the manulac-
ture ol paper and paperboard and used at a level nol to ex-
ceed 1.5 percent by weight of dry paper and paperboard fi-
bers.

For use only in the manufaclure of paper and paperboard
under conditions such thal the resins do not exceed 1.5 per-
ceni by weight of the paper or paperboard.

For use only as a relention aid employed prior 1o the sheel-
torming operalion in the manufacture of paper and paper-
board at a level nod to exceed 0.12 parcent rasin by weight
ol the linished dry paper or paperboard.

For use only as a wet strength agent employed prior 1o the
sheel-Torming operation in the manylacture of paper and pa-
perboard, and used al a level nol to exceed 2.5 percent by
weigh! of dry paper and paperboard libers when such papar
or paperboard is used in contact with food under conditions.
of use E through G described in iable 2 of paragraph (c) of
this saction.

For use only as a fleceulant, drainage aid, lermalion aid, relen-
lion aid, or strength addilive employed prior 1o the sheet:
forming operation in the r i ol paper and paper-
board, and used al a |evel not lo exceed 0.12 percent by
weight ol dry paper and paperboard fibers.

For use only as a clanfier in the lrealment of influent waler 10
be used in the manuiaciure ol paper and paperboard, and
wsed at 2 level nol 1o exceed 20 parts per million of 1he influ-
ent waler.
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Polyamine-epichlorohydrin  waler-soluble 1hermoseiting resin
produced by reacting epichlorohydrin with: (i} polyamines
comprising al least 95 percent by weight C. to C,, aliphatic
diaminas and/or their seli-ondensation products, andfor (i)
prepolymers produced by reacting 1,2-dichioroeihane with
1he polyamines in {i). The finished resin has a mirogen con-
1ent ol 5.0 10 9.0 percent, a chloring content of 18.0 to 35.0
perceni on a dry basis, and a minimum viscosity, in a 25
perceni by weight aqueous solution, of 50 cenlipoises al 20
“C {68 *F), as delermined by Brookfield HAT model viscom-
eler using a No. 1H spindle at 50 r.p.m. (or equivient melh-
od).

y pé shydrin ler-soluble themmoselling resin
produced by reacting epi hydrin with: (i} polyami
compiising at least 95 parcen! by waight C. to C.. aliphatic
diamines andfor their sell-condensation products andior (i)
hexamethylenadiaming, and/or (i) bis{hexameihylang) in-
amine and higher homelogues, and/or (iv) prepolymers pro-
duced by reacling 1,2-dichicroethane wilh the polyamines in
{i) andlor (ii) andfor (iii}. The linished resin has a rirogen
content of 5.0 to 8.0 percenl, a chlorine conlerd of 18.0 1o
35.0 percent on a dry basis, and a minimum viscosity, in a
25 percenl by weighl aqueous solution, of 50 centipoises at
20 °C (68 °F). as determined by Brooklield HAT model vis-
comeler using a No. 1H spindle al 50 v.p.m. {or equivalent
mathod).

Polyaming-gpichlorohydrin waler soluble thermoselting resin
prepared by reacting hexamethylenediaming with  1,2-di
chioroethane fo dorm a prepotymer and turiher reacting his
prepolymer with epichlorohydnn. This resin is lhen reacted
with nilrilolris  {methylene-phosphonic  acid). pentasodium
salt, such that the finished resin has a nitrogen conlent of
5.0-5.3 percenl; a chlorine conlent of 29.7-31.3 percent;
and a phospharus contenl ol 2.0-2.2 perwcenl, on a dry
basis, and a minimum viscosily, in 25 percent by weighi
aqueous solution, of 50 cenlipoises al 25 °C., as determined
on a Brooklield HAT model viscomeler using a No, 1H spin-
die at 50 r.p.m. (or equivalen! method).

Polyamine resin produced by the reaction of 1,2-dichloroethane
with bis(hexamethylenejtriamine and higher homologues
such that the finished resin has a nitrogen contenl of 13.0-
15.0 parcent on a dry basis, and a minimum viscosity in 25-
parcenl-by-weighl aqueous solulion ol 75 centipoises at 2§
*C.. as delermined by Brookfield HAT madel viscometer
using a No. 1 spindle a1 50 r.p.m. {or equivalent method).

Polyamincamide-epichlorohydrin  modilied resin produced by
reacting adipic acid with diethylenatriamine to produce a pol-
yamide which is modified by reaction  with
digihylaminopropylamine and furiher reacted with dichlor-
oethyl ether to form a polyamide intermediale, This poly-
amide inlarmadiate is Ihen reacled wilh epichlorohydrin such
thal the linished resins have a nilrogen canteni of 10.9-12.4
percen! {Kjeldahl, dry basis) and a minimum viscosity in 40
parcent-by-weight agueous solution of 250 cenlipoises at 22
*C, as delermined by a Brookfield Model LVT viscometar
using a No. 2 spindle a1 30 r.p.m. {or equivaleni method}.

Polybulene, hydrogenated; complying with the identity pre-
scribed under § 178.3740(b) of this chapler.

Poly{diallyldimethylammonium chionide) (CAS Reg. No. 26062-

79-3} produced by ihe polymerization al

{diallyldimethylammonium chloride) so that the finished resin

has a nitrogen conlent of 8.6610.4 percenl on a dry weighl

basis and a minimum viscosilty in a 40 percent by weight
aqueous solulion ol 1,000 cenlipoises al 25 *C (77 °F), de-

termined by LVF Model Brooklield Viscometer using a No. 3

spindfe at 30 r.p.m. {or equivaleni method}. The level of re-

sidual monomer is nol to exceed 1 percent by weighl of the
polymer (dry basis).

For use only as a wetsirength agent andior retention aid em-
ployed prior 1o the sheet-lorming eparation in the manulac-
1ure of paper and paperboard, and used al a level not 1o ex-
ceed 1 percenl by weight of dry paper and paperboard fi-
bars.

For use only as a wel-sirength agent andfor relention aid em-
ployed pricr 1o the shest-iorming operation in the manufac-
1ure of paper ard paperboard, and used at a level nol to ex-
coed 1 percant by waight of dry paper and paperboard fi-
bers.

For use only as a wel-strength agen and/or retention aid em-
ployed prior to \he sheel-forming operalion in the manutac-
ture of paper and paperboard, and used al a level not 10 ex-
ceed 1 percent by weigh! of dry paper and paperboard li-
bers.

For use only as a retention aid and/or flocculent employed
prior to the sheet-lorming operation in the manulacture of
paper and paperboard and used al a level nol to exceed 0.1
percent by weight of dry paper or paperboard fibars,

For use only as a wel-sirength agent and/or refention aid em-
ployed prior to the sheet-lorming operation in the manutac-
lure of paper and paperboard, and used at a level not to ex-
ceed 0.5 parcent by weight of the finished dry paper and pa-
perboard,

For use only as provided in §§175.300, 178.3740 and
178.3860 of \his chapler.

For use enly:

1. As a pigmenl dispersant andfor retenlion aid prior to the
sheet-lorming operation in the manufaciure of paper and pa-
perboard. and used at a level not 1o exceed 10 pounds of
active polymer per lon of finished paper and paperboard.

2. As a pigment dispersanl in coalings at a level not lo exceed
3.5 pounds of aclive polymer per ton ol linished paper and
paperboard,
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Poly (dialiyldimethylammonium chloride) (CAS Reg. No.
26062-79-3) produced by the polymenzalion of
diallyldimethylammonium chloride so that the finished resin
has a nilrogen content of 8.6620.4 parcent on a dry basis
ard & minimum viscosity in a 15 weighl-percent aqueous so-
lution ol 10 centipoises at 25 °C (77 °F), as determined by
LVF Model Brookligld viscometer using a No. 1 spindle al 60
«/min (or equivailent meihod). The level ol residual monomer
is not 1o exceed 3 weight-percent of tha polymer (dry basis).

Poly{1,2-dimethyl-5-vinylpyridinium methyl sulfate) having a ni-
wogen conlenl o 5.7 1o 7.3 percent and a sullur content ol
11.7 to 13.3 parcent by weight on a dry basis and having a
minimum viscosity in 30-percent-by-weight aguecus solution
ol 2,000 cenlipoises al 25 °C., as delermined by LV-series

i (or equivalent) using a Ne. 4 spindle at

B0 r.p.m.

Polyester resin produced by reacting dimethylolpropionic acid
{CAS Regisiry No. 4767-03-7) as a comonomar, at no more
than 30 percent by weight ol total polymer sclids in reaction
wilh  2,2-dimethyl-1,3-propanediol, phthalic anhydride and
isophihalic acid, such that ihe polyesier resin has a viscosily
ol 200-600 centipoises al B0 *F as determined by a Brook-
ligld RVT wviscomeler using a number 3 spindle al 50 rpm (or
aquivaient meihod).

Polyethylens, oxidized; complying with the identily prescribed
in § 177.1620{a) of this chapler.

Polysthylensarnine mixlure produced when 1 mole of ethylene
dichloride, 1.05 moles of armmonia, and 2 moles ol sodium
hydroxide are made o react so that a 10 percent agueous
solution has a minimum viscosity ol 40 centipoises al ¥7 °F,
as determinad by Brooklield viscometer using a No, 1 spin-
dle at 60 rp.m.

Polyethylene glycol (200} dilaurate

Polyethylene glycol (400; g
Polyethylene glycol {400} esters ol coconul oil latly acids.
Polyathylene giycol (600} esters of tall oil latty acids.
Polyethylene giycol (400) monolaurate.
Polyethylene giycol (800) monotavrale.
Polyethylene glycol (400) monoocleats.
Polyethylene glycol (600) monocleate,
Polyglhy giycol (400)
Potyethylene glycol (600) monoslearaia,
Potygthylene givcol (3,000) monostearate.
Polyethylenimine, produced by lhe
elhylenimine.

polymerization ol

Poly{isobutene)/maleic anhydride adduct, disthanolamine reac-

For use only as a flocculant employed prior to the sheei-form-
ing operalion in the manulaciure of paper and paperboard,
and used at a level not 16 exceed 10 ma/L (10 paris per mil-
lion} of influant water.

For use only as an adjuvant employed in the manufaciure ol
paper and paperboard prior to the sheel-lorming operalion.

For use only as a surlace-sizing compound applied after the
sheet-forming operation in the manulaciure of paper and pa-
perboard and limiled to use at levels not 10 excaed 0.1 par-
cent by weight ol linished dry paper or paperboard.

For use only as component of coalings that contact foed only
of the lype identified under Type VII-B of table 1 in para-
graph {c} ol Ihis section, and limiled lo use at a level not to
exceed 50 parcent by weight of the coaling solids.

For use only a5 a releniion aid employed prior to the sheal-
{orming operation in the manufaciure of paper and paper-
board.

For use only as an adjuvant employed in the manulaciure of
paper and paperboard prigr to the sheel-forming cperation.

For use only as an adjuvant employed prior to sheei formafion
in pap king systems ted at a pH of 4.5 or higher,
and limited lo use al a level nol to exceed 5% by weight of
linished dry paper or paperboard fibers.

For use only as a surf, it for dispersi of

lion product. The mole ratio of poly(i )
anydride adduct 1o diethanolamine is 1:1.

Polymethacrylic acid, sodium sall, having a viscosity in 30-per-
cent-by-weight aqueous solulion ol 125-325 centipoises at
25 °C as delermined by LV-series Brookfield viscometer (or
equivaleni) using a No. 2 spindle at 60 r.p.m.

Polymethacnylic acid, sodium sall, having a viscosity in 40-per-
cent-by-weight aqueous solulion of 400-700 centipoises at
25 °C, as delermined by LV-series Brooklield viscometer {or
equivalent) using a No. 2 spindle al 30¢ r.p.m.

polyacry
and drainage aids employed prior 1o the sheet for-
malion operation in the manwlacture of papsr and papes-
board.
For use only as a coaling adjuvant for conlrolling viscosity
when used al a level not 1o exceed .3% by weight of coal-
ing solids.

For use only as a coaling adjuvanl for controlling viscosity
when usad ai a level not to exceed D.1% by weight of coal-
ing solids.
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Poly[{methyliming)(2-hydroxytrimethylenejhydrochloride]  pro-
duced by reaction of #:1 molar ratio ol methylamine and
epichlorohydrin so thal a 31-percent aqueous sohiion al
25°C has a Stokes viscosity range ol 2.5-4.0 as delermined
by ASTM method D1545-76 (Reapproved; 1981), "Standard
Test Method for Viscosity of Transparen! Liquids by Bubble
Time Method." which is incomporated by reference. Copies
may be oblained from the American Society lor Tesling Ma-
ierials, 10C Barr Harbor Dr., West Conshohacken, Philadel-
phia, PA 19428.2959, or may be examined al the Nalional
Archives and Records Administration (NARA), For informa-
ion on the availability of Whis material at NARA, call 202-
741-6030, or go 1o: hitp:ffwww.archives.gov/
lfederal _register/code__of__lederal__reguiations/
ibr__locations. himi.

Poly[oxyelhylens  (dimethyliminio) ethylene  (dimathwliminio)
athylene dichloride] produced by reacting equimolar quan-
lities ol NN, N M- tetramathyleihylene-diaming and
dichlorethyi elher to yield a solulion of the solid palymer in
distilled water at 25°C wilth a reduced viscosity of not less
than Q.15 decililer per gram as delermined by ASTM method
D1243-79, "Standard Tes!t Method jor -Dilute Solution Vis-
cosity of Vinyl Chioride Polymers,” which is incorporated by
reference. Copies may be abtained lrom the American Soci-
ely for Tesling Malerals. 100 Barr Harbor Dr. West
Conshohocken, Philadelphia, PA 19428-2959, or may be ex-
amined al the National Archives and Records Adminisiration
(NARA). For information on the availability of 1his material at
NARA, call 202-741-6030, or go to: hilpfwww.archives.gov/
lederal _regisier/coda _of__ledaral _reguiations/
ibrr_locations.himi.). The lollowing lormula is used for deter-
mining reduced viscosily:.

Raduced viscosity in lexms of deciliters per grams(l -t}
t=C)

where:

t=Solution efftux lime

L=Walter elflux iime

C=Concentration of solution in terms of grams per decililer

Polypropylene glycol {minimum molecular weight 1,000).

Potassium persuliate,

2-Propengic acid, lelomer with sodium 2-meihyl-2-|(1-0x0-2-
propenyljamino]-1-propane sulfonale and sedium  phos-
phinate {CAS Fag. No. 110224-99-2).

Propylene glycol alginate.

Prolein hydrolysale from animal hides or soybean protein con-
densed with oleic and/or stearic acid.

Rapeseed oil, sulialed ammonium, polassium, or sodium salt.

Ricebran oil, suifaled ammonium, potassium, or sodium sall,

Rosin and rosin derivaln

Siloxanes ({siicongs), dimethyl, isopropyl methyl, methyl 1-
methyt-Cov-alicyl (CAS Rog. No. 144835 08 5).

Silver chioride-coated 1 dioxide

Sodium carboxymathyl guar gum having a minimum viscosity
ol 2,700 centipoises at 25 *C after 24 hours as delermined
by RV-series Brooklield vi {or eoui M) using a
No, 4 spindle al 20 rp.m. and using a lest sample prepared
by digsolving & grams ol sodium carboxymeihyl guar gum in
392 milliliters of 0.2-percent-by-weight agueous sodium o
phenylphenate solulion.

Sedium dioclyl sullosuccinate.

Sedium formaldehyde sulfoxylale

Sodium hypochlorita.

Sodium N-melhyl-N-olayl

For use only as a retenlion aid employed prior 10 the sheet-
forming operation in such an amount that finished paper and
paperboard will contain the additive al a level not in excess
ol 1 percent by weight of the dry paper and paperboard.

For use only to improve dry-siranglh of paper and paperboard
and as a relention and drainage aid employed prior to the
sheet-forming operation in the manufaciure al paper and pa-
perboard and miled to use at a level nol 10 exceed 0.1 per-
cent by weight ol the finished dry paper and paperboard fi-
bers.

For use only as a deposit control additive smployed prior to
the sheel forming operalion in the manulacture ol paper and
paperboard and at a level nol lo axcead 0.15 percent by
weight ol the dry paper and paperboard,

As provided in § 178.3670 ol this chapler.

For usa only as a componeni of polyclefin coalings with
§177.1520 of this chapler al a level nol 1o exceed 3 percent
by weight. The linished coaling will be used only for paper
and paperboard that conlact jood ol types VI-A and VI-B of
table 1 in paragraph (¢) of this seclion, and under conditions
ol use C, D, and E, as described in (able 2 in paragraph (¢)
o this section. wilh a maximum hol 1ill temperature of 200 °F
(94 <C).

For use only as a preservative in polymer latex emulsions al a
level not to exceed 2.2 parls per million {based on silver ion
concentration) in the dry coating.

For use only as a dry-strength and lormation-aid agenl em-
ployed prior to 1he shest-lorming operalion in the manufac-
ture of paper and paperboard and used at a level nol 1o ex-
ceed 1% by weight of linished dry paper or paperboard fi-
bers.

Far use only as polymenzalion calalyst.

For use only as an adjuvant te conlrol pulp absorbency and
pilch conlent in the manufacture ol paper and paperboard
prior 10 the sheet-lorming opsration.
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Sodium nitrite

Sedium persuliate.
Sodium polyacrylale

Sodium poly(isopropenylphosphonale) (CAS Reg. Mo. 118632~
18-1).

Sodium zinc polassium polyphosphale (CAS Req. No. B5997-
17-3.

Sparm oil, sullated, ammonium, potassium, or sodium sait

Stannous oleate.

Siearyl-2-lactylic acid and ils calciym sall,

Styrena-butadiang copolymers praduced by copolymerizing sty-
rene-butadieng with ong or more of the monomers: acryl-
amide, acrylic acid, lumaric acid, 2-hydroxyeilhyl acrylate,
itaconic acid, methacrylic acid, and N-methylolacrylamide
(CAS Reg. No. 53504-31-7). The finished copolymers shall
confain not more than 10 weight percent o tolal polymer
unils derived Irom acrylic acid, fumari¢ acid, 2-hydroxyeihyl
acrylate, itaconic acid, and melhacrylic acid, and shall con-
tain nol morg than 3 weight percent of iotal polymer units
derived irom Ahmathylolacrylamide, and shall contain not
more than 2 weight percent of polymer ynils derived from
acrylamide..

Styrerw-maleic anhydride copolymer, amidaled, ammonium so-
diurn salt; having, in a 25 percent by weigh! aqueous solu-
tion at pH 8.8, a minimum viscosity ol 600 centipoises al 25
*C as determined by Brookiield model LVT viscometer using
a No, 3 spindle at 60 r.p.m, (or equivaleni method),

Styreng-maleic anhydride copolymer, sedium salt {minimum
molecular weight 30,000).

Styrena-methacrylic acid copolymar, polassium sall {minimum
molecular weighi 30,000).

Synthetic wax polymer prepared by \he calalylic polymerization
of alpha olefins such 1hat the polymer has a maximum iodina
number of 18 and a 1 number lgcul
weight of 2,400.

Tallow.

Tallow alcohol.

Tallow alcohel, hydrogenated.

Tallew 1alty acid. hydrogenated.

Tallow hydrogenaled.

Tallow sulfaled, ammonium, polassium, or sodium salt.

Teiraethylenepentamine

1,442 9a-Tetrakydro-9, 10-anthracenedione (CAS Rey. No.
56136-14-2).

NNN, N-Telramethylethylenediaming polymer with bis-(2-
chioroethyl) elher, lirst reactod with not more than 5 percent
by weight 1-chloro-2,3-epoxypropans and Ihen reacted with
nol more than 5 parcenl by weight poly (acrylic acid} such
that a 50 percenl by weight agueous solution of the product
has a nitrogen contenl of 4,7-4.9 percenl and viscosity of
350-700 centipoises al 25 °C as delermined by LV series

Brookfigld viscometer using a No. 2 spindle at 60 r.p.m. (or

By other equivalent method).

Limitations

For use only;

1. At levels not 1o exceed 0.2% by waighi of lubricants or re-
lease agenis applied af levels not 10 exceed 1 Ib. per 1on ol
tinished paper or paperboard.

2. As an anticomrosion agenl at levels nol lo exceed 0.2% by
weighl of wax emulsions used as internal sizing in the manu-
lacture ol paper ard paperboard prior 10 the sheet-loming
operation

For use only:

1. As a thickening agen! lor natural rubber latex coatings, pro-
vided it is used al a lavel not 1o exceed 2 percent by weight
ol coating solids.

2. As a pigment dispersani in coaltings at a level not 10 exceed
0.25 percent by weigh! of pigmeni.

For use only in paper mill boilers.

For use only as & pigment dispersani in coatings al a level not
10 exceed t percen by weight of pigment,

For use only as a surface size at a level not 10 exceed 1 per-
cenl by weight of paper or paparboard substrate.

For use only:

1. As a coaling thickening agen! at a fevel nol to exceed 1%
by weight of coaling solids.

2. As surface size al a level nol 10 exceed 1% by weight of
paper o1 papaiboard subsirate.

For use only as a coaling thickening agent al a level not 10 ex-
ceed 1% by weight ol coating solids,

For use only as a component of patroleum wax andior syn-
thelic petroleum wax complying with §178.3710 or
§178.3720 ol Ihis chapler at levels not 1o exceed 5 percent
by weight of the wax:

1. Under condilions ol use F an¢ G described in lable 2 of
paragraph (¢} of this section for all foods.

2. Under conditions ol use E described in table 2 of paragraph
(c) of this section for food Types |. N, IV-B. Vi. VII-B and Vi#l
as described in 1able 1 of paragraph {¢} of Ihis section.

For use only as a madilier lor amino resins.

For use only as a calalyst in the akaline pulping of
lignocellulosic materials al levels nol 1o excesd 0.1 percent
by weighl of 1he raw lignocellvlosic materials.

For use only as a flocculent, drainage aid or retention aid em-
played prior 10 the shesl forming operation in the manufac-
wee of papet and paperboard and limited to use al a lavel
ol to exceed 0.2 percent by weighl of the linished dry paper
and paperboard libers,

213



§176.170

21 CFR Ch. | (4-1-13 Edition)

Lis! ol Substances

Limitations

Tetrasodium M- {1,2-dicarboxyethyl) - N - octadecylsulio-suc-
cinarnate.

Trigth ing

Trielhylene glycol adipic acid monoester produced by reacting
equirnolar quanlities of triethylene glycol and adipic acid.

Trielhylansieiramine

1,3.5-Triethylhexahydro-1.3.5-nazine (CAS Regisiry No. 7779—
27-3).

Undacall ycloh hanal ester mixiure of dihydrogen
phosphate, compound wilh 2,2° iminadiethanol (1:1); hydre-
gen phosphate, compound with 2,2-iminodielhanol {1:1); and
P Pdihydrogen pyrophosphate, compound  with 2.2
iminodiethanel {1:2}; where the ester mixiure has a lluorine
conteni of 48.3 pcl to 53.1 pet as determined on a solids
basis.

Viscoss rayon fibars.

Wax, pewroleun

Xanthan gum, conforming 1o the idenlity and specifications pre-
scribed in §172.695 of this chapler, excepl that the residual
isopropyl aleohol shall not exceed 6,000 parts per million.

Xylene sulionic acid-lormakdehyde condansale, sodium sall

Zeolite Na-A {CAS Fag. No. BBIBI-22-0) ..o,
Zinc formaldehyde sulfoxylate
Zint oeloate.

Zirconium oxide

For use only as an emuisifier in aqueous dispersions of rosin
sizes complying with §178.3870{a){4} ol this chapler and
limitad 10 use prior 10 the sheet-lorming operation in 1he
manufaciure of paper and paparboard al a level nol to ax-
ceed 0.02 pcl by weight of linished paper and paperboard,

For use only to adjusi pH during the manulacture ol aming res-
ins permitied for use as components ol paper and paper-
board.

For use only as a cur-control ageni at a level nol lo exceed
2% by weighi of coaled or uncoated paper and paperboard.

For use only as a modifier for amino resins.

For use only as an anlimicrobial agent for coaling. binder. pig-
menl, filler, sizing, and similar lormulations added prior to
the heat drying slep in the manufaciure of paper and paper-
board and mited 1o use al a level between 0.05 and Q.15
percent by weight of the formutation.

For use only as an oil repellent at a level nol lo exceed 0.087
It (0.046 Ib of lucrine) per 1,000 112 ol treated paper or pa-
perboard, as dslermined by analysis Jor tolal flvoring in the
treated paper or paperboard withoul correciion lor any lluo-
ring which mighl be present in the untreated paper or paper-
board, when such paper or paperboard is used in confact
with food only of the iypes identified in paragraph {c) of this
section, lable 1, under Types VA, V, VIIA, VIII, and IX, and
under the condilions of use B through G describad in table 2
ol paragraph () of this seclion.

Complying wilh § 178.3710 of this chapter.

For use only al a maximum level ol 0.125 percen! by weight ol
finished paper as a suspension aid or stabilizer lor aqueous
pigment slurries employed in the marwlaciure of paper and
paperboard.

For use only as an adjuvani to conirol pulp absorbency and
pilch contenl in the manufaclure ol paper and paperboard
prior 10 the shesi-lorming operaltion,

For use as a pigment extander at levels nol to exceed 5.4 per:
cenl by weight of the finished paper and paperboard.

For use ondy as polymerizalion catatysl.

For use only as a component ol waterproof coalings where the
Zirconium oxide is present at & level not to exceed 1 parcent
by weighl of \he dry paper or paperboard fiber and where
the zirconium oxide is produced by hydrolysis ol Zirconium
acelate.

(b} Substances identified in para-
graphs (b) (1) and (2) of this section
may be used as components of the food-
contact surface of paper and paper-
board, provided that the food-contact
surface of the paper or paperboard com-
plies with the extractives limitations
prescribed in paragraph (¢) of this sec-
tion.

(1) Substances identified in
§175.300(b)(3) of this chapter with the
exception of those identified in para-
graphs ()3} (v). (xv), (xx). (axvi),
(xxxi), and (xxxii) of that section and
paragraph (a) of this section.

(2) Substances identified in this para-
graph (h)2) follow:

List of subslances

Limitations

Acrytamide copolymerized wilh ethyl acrylate and/or stryene
and/or methacrylic acid. subsequenily reacted with jormalde-
hyde and butyl alcohol.

Acrytamida copolymerized with ethylene and vimd chionde in
such a manner that the finished copolymers have a minimum
weighl average motecular weight of 30,000 and comain not
maore than 3.5 weight percent of total polymer unils derived
Irom acrnlamide, and in such a manner (hal the acrylamide
portion may or may not be subsequenily partially hydrolyzed.

2-Acrylamido-2-methyl-propangsulfonic acid, homopolymer, so-
dium salt {CAS Reg. No. 35641-59-9).

Acrylic and modilied acrylic poly

For use only as coalings or components ol coatings.

For use only in coatings at a level not 10 excaed 0.0 mgfin2

Complying with § 177,1010 ol this chapter,
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Acrylic copolymers produced by copolymerizing 2 or more ol
the acrylate moncmers bulyl acrylate, sthyl acryale, ethyl
methacrytate, methyl acrylats, methyl methacrylate, and n-
propyl methacrylate, or produced by copolymerizing one or
more ol such acrylale monomers logether with one or more
of the monomers acndlic acid, acrylonitrile, buladiene, 2-
ethyl-hexyl acrylate, fumaric acid, glycidyl methacrylate, n-
haxyl-melhacrylate, ilaconic acid, melhacrylic acid, styrene,
vinyl acetale, vinyl chloride, and vinylidene chioride. The fin-
ished copolymers shall conlain at [sast 50 weight percent of
polymer units derived from one or more ol the monomers
butyl acrylate. ethyl acrylale. ethyl methacryate. methyl acry-
late. methyl methacrylale, and Agpropyl methacrylale: and
shall contain not mare than 5 weight percent of lotal polymer
wnits derived from acrylic acid, fumaric acid, ghycidyl math-
acrylate, n-hexyl melhacrylale, ilaconic acid, and melhacrylic
acid. The provision limiling the finishad acrylic copolymers to
not more than 5 unils derived from acrylic acid, lumanc acid,
glycidyt methacrylate, n-hexyl methacrylate, itaconic acid,
and methacrylic acid is not applicable 1o linished acrylic co-
polymers used as coating adjuvants ai a level not exceeding
2 weigh percenl of total coating solids,

Alkyl mono- and disulfonic acids, sodium salls {produced from
nalkanes in the range of C,.+Cix wilh not lass than 50 per-
cenl Gy +Ciy).

2-Bromo-4*-hydroxyacetophenone

Butanedicic acid, sulfo-1.4-di-{Cy-C,, alkyl} ester, ammanium
salt (also known as butanedicic acid, sulfo-1.4-disodecyl
ester, ammonium salt [CAS Reg. No. 144083-88-8))..

Bulylbanzyl phthalate

For use only;

1. As emulsiliers lor vinylidene chloride copolymer coalings
and limited 10 use al levels notl 10 exceed 2 percent by
weight of the coating solids.

2. As emulsifiers lor wvinylidens chloride copolymer or
homepolymer coalings al levels nol to exceed a lolal of
2.6 percent by weight of coaling solids. The flinished poly-
mar contacls lood only ol types identilied in paragraph (c)
ol this section, lable 1, under Types |, H, NI, IV, V. VIA,
VIB. Vil VIN, and IX and under conditions of use E, F.
ang G dascribed in table 2 of paragraph (¢} of this seclion,

For use only as a preservative for coating formylations, bind-
ers, pigment slurries, and sizing solutions at a leval not to
excaed 0.006 percent by weighl of the coating, solution, slur-
ry or emulsion.

Fer use as a surface aclive agenl in package coaling inks at
levels nol to exceed 3 percent by weight of the coating ink.

Complying with § 178.3740 of this chapler.

Butyl gieate, suliated, ammonium, polassium, or sodium sali,
Butyraldehyde,
Caplan  (NArichloromelhylmercaplo-4-cyclohexene-1,  2-
dicarboximida).

Caslor Oil, polyoxyethylated (42 moles ethylene oxide} .............

1-{3-Chloroallyl}-3,5.7-tiaza-1-
{CAS Reg. No. 4080-31-3).

azoniaadamantane  chloride

For use only as a mold- and mildew-proofing agent in coalings
intended for use in conlact with food only of the types identi.
fied in paragraph {c} ol this section, tatde 1, under Type I, II,
VI-B, and VIII.

For use only as an amulsiiies in nitroceliulose cealings lor
paper and paperboard intended for use in contac! with {ood
only ol the types identified in paragraph (c) ol this seclion,
table 1, under Typas IV AV, VII A, VII, and IX: and limited
to use at a leval nol o exceed B percent by weight of the
coating solids,

For use only:

1. As a preservaliva al a level ol 0.3 weight percenl in
latexes used as pigment binders in paper and paperboard
intended lor use in conlact with nonacidic, nonalcoholic
lood and under the conditions of use described in para-
graph (c) of this seclion, table 2, condilions of use E, F,
and G.

2. As a preservalive at a level nol 1o exceed 0.07 weight
percent in lalexes and 0.05 weight percent in pigment
slurries used as compenenls of coatings for paper and pa-
perboard intended for use in contact with lood.
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5-Chloro-2-methyl-4-isplhiazolin-3-one {CAS Reg. No. 26172~ | For use only:
55-4) and 2-melhyl-d-isothiazolin-3-one (CAS Reg. No. 1. As an antimi ial agent for poly latex emulsions in

2682-20-4} mixture af a ralio of 3 pans 10 1 parl, manulac-
iured tom meihyl-3-mercapiopropionate (CAS Reg. No.
2935-90~2). The mixture may contain magnesium niirale
{CAS Reg. No. 10377~60-3) at a concentralion equivalen! to
the isothiazolone active ingredients (weightweighi}.

Copper 8-quil

Cydlized rubber produced when nalural pale crepe rubber dis-
solved in phenol is catalytically cyclized so 1hat the finished
cyclized rubber has a melting point o 145 *C 1o 155 °C as
determined by ASTM method E28-67 (Reapproved 1982),
“Standard Tesl Mathod lor Soltening Point by Ring-and-Ball
App " which is i P d by relerence (Copies may
be oblained from the American Society for Tesling Materials,
100 Barr Harbor Dr., West Conshohocken, Philadelphia, PA
19428-2959, or may be examined at the National Archives
and Records Administration {NARA). For information on the
availability of this material at NARA, call 202-741-6030, or
go fo: hitp/fwww.archives.govilederal _registes/
code__of _federal _regulations/ibr__iocalions.himl), and
containg no more than 4000 ppm ol residual-lree phenol as
determined by a gas liquid chromategraphic procedure litled
"Determination of Free Phenol in Cyclized Rubber Resin,”
which is incorporated by referance. Copies are available
from (he Center lor Food Salety and Applied Nulrtion (HFS—
200}, Food and Dreg Administration, 5100 Paint Branch
Plowy., College Park, MD 20740, or available for inspection
at the Nalionat Archives and Records Adminisiration
(NARA). For inlormalion on the availability of this material at
NARA, call 202-741-6030, or go lto: hitp:/www.archives.gov/
federal_register/code__of _lederal__reguiations/
ibr_locations.himi..

1.2-Dibromo-2 4-dicyancbutane {CAS Reg. No. 35691-65-7) ..

Dibutyl phihalate.
Dibutyl sebacate.
Di(C-.Co-alkyl) adipate
Dicyclohexyl phthatate,
Diethylene glycol dibenzoale (CAS Reg. No. 120~55-8) ..

Diethylene glycol ester of the adduct of lerpene and maleic an-
hydride,

Dihydroxy dichlorodiphenyl MEHhAne ...

Dimethylpolysiloxane, 100 centisiokes viscosity.

Dimethylpolysiloxane-beta-phenylethyl melhyl polysiloxane co-
polymer (2:1), 200 1o 400 centisickes viscosity.

NN -Diphanyl-p-phenylenediaming

Dipropylene glycol dibenzoate (CAS Reg. No. 27138-31-4] ...

N-ocladk ] seinarnate

EDTA (elhylenediaminetetraacelic acid) and ils sodium and/or
calcium salts.

paper coatings at a level nol 1o exceed 50 paris per mil-
fien (based on iscihiazolone aclive ingredients) in the
coaling lormulation.

2. As an anlimicrobial agent for finished coating formulations.
and lor additives used in the manufacture of paper and
paperboard including lillers, binders, pigment slurres, and
sizing solusions at a level nol to exceed 25 pans per mil-
lion (based on isothiazolone active ingredienis} n the
coating lormulations and additives.

For use only as preservalive for coating lormulations.
For use anly in coalings lor paper and paperboard inlended for
use in contact wilh focd only of Ihe types idenlified in para-

graph {c} of this section, table 1, under Types Vill and IX.

For use only as a preservative al levels not more than 0.05
weight percent and nol less than 0.01 weight parcent: in
latexes used as pigmenl binders in coalings: in pigment
slurries used in coatings; and/or in coatings themselves. The
total lgvel of the preservalive in he finished coaling shall npt
axceed 0.04 weight perceni of the linished coating solids.

Complying wilh § 178.3740 of this chapler.

For use only as a plaslicizer for polyvinyl acelate coalings at a
level not 1o exceed S percent by weight of the coaling solids
under conditions described in paragraph (c) of this section,
tabla 2, conditions of use E, F, and G.

For use only as praservative for coating lormulations.

For use only as polymerization inhibitor in 2-sulfoethyl melh-
acrytata, sodium salt.

1. For use only as a plasticizer for polyvinyl acelale coatings at
a lavel not to exceed 5 percent by weight of the coaling sol-
s under conditions described in paragraph (c) of this sec-
tion, lable 2. condition of use E.

2. For use only as a plasticizer for polyvinyl acelale coalings at
a level not 10 exceed 10 percent by weight ol the coating
solids under condilions described in paragraph (c) of this
saclion, 1able 2, conditions of use F and G.

For use only as an emulsilier in rasin latex coatings and fimiled
10 use at a levsl nol to exceed 0.05% by weight of the coal-
ing solids.
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Ethanedial, polymer wilh  teirahydro-4-hydroxy-5-methyl-
2{1H)pyrimidinone, propoxylated (CAS Reg. No. 1182089-80-
4).

Elhylene-acrylic acid copolymers praduced by the copolym-
erization of elhylene and acrylic acid and/or their panial am-
monium salis. The linished ¢copolymer shall conizin no more
than 25 weight percent of polymer units derived from acrylic
acid and no more than 0.35 weighl percent of residual
morwmeric acrylic acid, and have a meli index nol to exceed
350 as determined by ASTM method D1238-82, “Standard
Test Meihod for Flow Rates of Thermoplasiics by Exkrusion
Plastometer,” which is incorporated by reference. Copies
may be obtained from the American Society for Tesling Ma-
lerials, 100 Bar Harber Dr,, West Conshohocken, Philadel-
phia, PA 19428.2958, or may be examined at the National
Archives and Records Administralion (NARA). For inlorma-
lion on the availability of this material al NARA, call 202-
741-6030, or go Io: hitpwww. archives.gov/
taderal_ragistericode__of_federal_reguiations/
ibr__fecations.himl.,

Formaldehyde

Glyoxal

Glyceryl monobutyl ricinoleate.

Hydroxymethyl derivatives {mixture of mono and poly) of [N-{1,
1-dirnethyl-3-oxobutyl) acrylamide] produced by reacling 1
mole of the [N-(1,1-dimethyl-3-oxobutyl) acrylamide] wilh 3
moles of formaldehyde such 1hat the finished product has a
maximum nilrogen contenl of 62 parcent and a maximum
hydrosad content ol 15 parcent by weighl on a dry basis,

Isobulyl oleale, sulfaled, ammonium, potassium, or sodium sall.

Maleic anhydride adduct of buladiene-styrena copolymer.

u-Melhyislyrene-vinyltoluene copolymer resins {molar ratio 1o-
methylstyrene lo 3 vinyltoluene}.

Modilied kaolin clay (CAS Reg. No. 1344-00-9) is produced
by the reaction ol sodium silicate (CAS Reg. No. 1344-00-
8) and kaolinile clay (CAS Reg. No. 1332-58-7) under hy-
drolhemal conditions. The reaclion product has a molecular
weight between 246 and 365 and consisis ol 46 1o 55 per-
cenl gilicon dipxide (Si0), 28 to 42 percen! aluminum oxide
(A1:0,), and 2 to 7 percenl of sodium oxide (Na.0). The re-
action produc! will not consisl of mora than 70 percent modk-
fied kaolin clay.

Naphthalene sulioric acid-formaldehyde condensate, sodium
sall.

Oleyl alcohol.

Oxazolidinglethylmethacrylale (CAS Registry No. 46236-15-1)
copolymer wilh alhyl acrylate and methyl mathacrylate, and
conlaining not more than & percent by weighl of
oxazolidinylethyimethacrylale, Maximum nilrogen content
shall be 0.5 percent and number average molecular weighl
ol thal portion of the copolymer soluble in 1elrahydroturan
shall be nol less than 50,000.

Pentaerylhritol tsirastearais.

For use only as an insolubifizer lor starch-based coalings and
limited 10 use al a leval nol 10 axceed 5.0 percent by weight
of the coaling.

For use only as presarvative for coating formulations.

For use only as an insolubilizing agent in slarch- ard prolein.
based coatings thal contacl nenalcoholic foods, and limited
1o use al a level not lo exceed 6 perceni by weight of the
starch or protein fraction of 1he coaling solids.

For use only as a comonomer in polyvinyl acelale lalex coal-
ings and limited 10 use at a level not 10 excead 1 percenl by
weight ol dry polymer solids.

For use only as a componeni of coalings in paper and papar-
board producis at a level not 1o exceed 9 parcent by waight
of the coating intended for use in contacl wilh food of Types
1 ihrough IX described in lable 1 of paragraph (¢] ol this sec-
tion under conditions of use C through H described in table
2 of paragraph {(¢) of 1his section,

For use only as a binder lor pigment coalings as a binder level
nol to axcead 4.0 parceni by waight ol dry paper or paper-
bboard.
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Pelroleum alicyclic hydrocarbon resins, or the hydrogenaled
product thergol, mesling Wne following specifications: Soft-
ening poini 97 °C minimum, as delermined by ASTM maihed
E28-87 (Roapproved 1982), “Standard Tes! Method for Sofl-
ening Point by Ring and Ball Apparalus;" aniline point 120
*C minimum, as determined by ASTM melhod DB11-82,
“Stlandard Tesl Methods lor Aniline Point and Mixed Aniline
Point of Petrolewm Producls and Hydrocarbon Solvents,”
which are incorporaled by relerence (Copies may be ob-
tained Irom lhe American Society lor Testing Materials, 100
Barr Harbor Dr., Wast Conshohocken, Philadelphia, PA
19428-2959, or may be examined at the National Archives
and Records Adminisiralion (NARA). For information on the
avaitability of this material al NARA, call 202-741-6030, or

1o: hiipifwww.archives.govifederal _register/
code__of__lederal_regulationsfibs__locations.hikml.). Specific
gravily 0.96-0.89 (20 ‘C/20 °C). Such petroleum hydro-
carbon resing are produced by the calalytic polymerization of
dienes and cleling from low-boiling distillales of cracked pe-
troleum stocks thal contain no malgnal boiling over 200 °C
and thal mest the ultraviolel absorbance limits prescribed in
§172.880(b) of Ihis chapter when subjecied 1o lhe analytical
procedure described in § 172.888(b) of this chapler, modified
as follows: Treal the product as in the lirsi paragraph under
“Procedure” in §172.250(b}(3) of 1his chapter. Then proceed
wilh § 172.886(b) of Ihis chapler, starting with the paragraph
commencing with “Promptly complete ransier of the sample

Polyesler resin lormad by the reaclion of Iha methyl aster of
rogin, phthalic anhydnde, malgic anhydride and ethylena gly-
col, such that the polyesier resin has an acid number of 4 1o
11, a drop-softening point of 70 °C=92 *C., and a color ol K
or paler.

Polyesier resin produced by reacling the acid groups in
montan wax wilh ethylene glycol.

Polyalhylene, oxidized

Paolyelhylene reacled with maleic anhydride such that the modi-
fied polyelhylene has a saponification number not in excess
ol 6 aller Soxhlel extraction for 24 hours with anhydrous
ihyl alcohol,

Polyoxyethylaled (40 moles) tallow alcohol sullate. sodium salt

Polyoxypropyleng-polyoxy
maolecular weight §,800).

Polyvinyl acetate.

Polyvinyl alcohol {mininum viscosity of 4% aqueous solulion al
20 °C. of 4 cenlipoises).

Palyviryl butyral,

Polyvinyl lormal.

Palyvinylidene chicride.

Palyviny! pysolidone.

Polyvimyl slearale.

Propylene glycol mono- and diesters of lats and fatty acids.

Siloxanes and silicones; platinum-calalyzed reaction product of
vinyl-conlaining dimelhyl polysiloxane (CAS Reg. Nos.
683083-19-2 and GBOB3-18-1) with melhyl hydrogen
polysiloxane (CAS Reg. No. §3148-57-2) or dimathyl (meth-
yl hydrogen) polysiloxane (CAS Reg. No. 68037-59-2),
Diallyl maleale (CAS Reg No. 999-21-3), dimethyl maleale
(CAS Reg. No., 624—48-6), 1-athynyl-1-cyclchexanol (CAS
Reg. No. 78-27-3) and vinyl acetats {CAS Reg. No. 108-
05—4) ray be used as oplional polymerization inhibitors.

y block polymers (minimum

For use only as modifiers in waxpolymer blend coatings for
corrugated paperboard intended lor use in bulk packaging or
raw fruils, raw vegelables, iced meal, iced fish. and iced
pouliry; and limited lo use al a lsvel not to exceed 30
weight-percent ol the coaling solids.

Complying wilh § 177.1620 of this chapter

Not o excead 300 p.p.m. in linished coated paper or paper
board.

For use only as a surface coaling. Plalinum content nol to éx-
ceed 200 pans per million,

. In coalings for paper and paperboard provided the coaling
contacts food only of the fypes idenlilied in paragraph (c) of
this section, lable 1. under Types 1. Il VI, and VII-B when
used under conditions of use E, F. and G described in lable
2 of paragraph {c] of this seclion,

2. In ¢coalings for paper and paperboard provided the coaling
conlacts igod only ol the types identilied in paragraph {c) ol
this seclion, lable 1, under Types NI, IV, ¥, VII-A, VI, and
IX when used under condilions of use A through H de-
scribed in 1able 2 of paragraph (c) of this seclion.
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Siloxanes and silicones; platinum-catalyzed reaction product of
vinyl-conaining  dimethyipolysiloxane (CAS Reg. Nos.
68083-19-2 and BB083-1B-1), with methyl hydrogen
polysiloxane {CAS Req. No. 83148-57-2). Dimathyl maleate
{CAS Reg. No. 624-48-6), vinyl acelale {CAS Reg. No.
108-05-4), dibutyl maleate {CAS Reg. No. 105-76-0) and
diallyl maleate (CAS Reg, No. 999-21-3) may be used as
optional polymerizalon inhibitors. The polymser may also
conlain C,-Ciu olefins (CAS Reg. No. 5B355-60-7) as a
control release agent.

Sodium decylbenzenesullonate.

Sodium dihexyl sullosuccinate.

Sodium  a-dodecylpolyethoxy (50 moles) sullate-sodium
is0de ) lyaihoxy (40 moles) suliale mixtures,

¥ip YPoly

Sodium 2-ethylhexyl sulfate.

Sedium oleoyl isopropanolamide suliosuccinale.
Sodium penlachiorophenale
Sodium o-phenylphenate
Sodium vinyl sullonale polymerized.

Sodium xylenesulfonate (CAS Reg. No. 1300-72-7)

Styrena copolymers produced by copolymerizing styrene with
maleic anhydride and its methyl and bulyl {sec- or isc-)
esters. Such copolymers may conlain -nilrostyrene as a po-
lymerization chain terminator.

Styrena polymers made by Ihe polymerization of any combina-
tion of styrene or alpha methyl siyrene with acrylic acid.
melhacrdic acid. 2-ethyl haxyl acrdale. melhyl methacrylate.
and butyl acrylale. The styrene and alpha melhyl styrene, in-
dividually, may conslitule from 0 to 80 weight percenl of the
polymer. The other monomers, individually, may be from 0 1o
40 weight percent of tha polymer. The polymer number aver-
age molacular weight {M,) shall ba at leasl 2,000 {as deler-
mined by gel permeation chromatography}. The acid number
of the polymer shall be less than 250. The monomer content
shall ba less than 0.5 percent.

Styrene-acrylic copolymers (CAS Reg. No. 25950—40-7 pro-
duced by polymerizing 77 10 83 parts by weighi of styrena
with 13 1o 17 parts of melhyl melhacrylale. 3 1o 4 pars of
butyl methacrylate, 0.5 fo 2,5 pars of methacrylic acid, and
0.1 1o 0.3 parl of bulyl acrylate such that the linished copoly-
mers have a minimum number average molecular weight
greaier than 100,000 and a level ol residual styrens mon-
omer in the polymer not to exceed 0.1 percent by weighl.

Styrene-buladiene copolymers produced by copolymerizing sty-
reng-butadiens with one or more of the monomer: acryl-
amide, acrylic acid, fumaric acid, 2-hydroxyethyl acrylate,
itaconic acid, and methacrylic acid. The finished copolymers
shall contain not more than 10 weighl parcent of lotal poly-
mer ynils derived Irom acrylic acid, fumaric acid, 2-hydroxy-
elhyl acrylate, itaconic acid and methacrylic acid, and shall
conlain not more than 2 weigh! percent ol polymer units de-
rived Irom acrylamide.

Styrene-butadiena copolymers with 2-hydroxyethyl acrylale and
acrylic acid containing nol more than !5 weight percent
acrylic aci¢ and no more than 20 weight perceni ol a com-
bination ol 2-hydroxyethyl acrylate and acrylic acid.

Sty butadi inylideng chloride copoly containing
not mare than 40 weight percent ol vinylidens chloride in the
fimished copolymers. The finished copolymers may coniain
not more than 10 weight percent of lotal polymer units de-
rived Irom acrylic acid, lumaric acid, 2-hydroxyethy) acrylate,
ilaconic acid, and/or methacrylic acid.

Platinum content not 1o exceed 100 pans per million. For use
only as a release coaling lor pressure sensitive adhesives.

For use only as an emulsilier in coatings thal contac! lood only
ol the types identilied in paragraph (c} of lhis seclion, table
1, undar Types IV-A, V, VII, VIII, and IX; ardd limited 1o use
al levels not 10 exceed 0.75 percent by weight of the coating
solids.

For use only as preservative lor coating lomlations.
Do.

For use only in paper and paperboard coalings al levels nol (o
excead 0.01 parcenl by weight of the linished paper and pa-
perboard.

For use only as a ceating or componenl of coalings and limited
10 use at a level not 1o exceed 1% by weight ol paper or pa-
perboard subsiate.

For use only in contact wilh foods of Types (V-A, V, and VIl in
1able 1 of paragraph (c} ol this section. under use canditions
E through G in lable 2 of paragraph {c}. and wilth foods of
Types VIIE and IX without use lemperature restriction,

For use only as a component of coalings and limited 1o use at
a level not to exceed 20 percent by weight ol the coaling
solids.

For use only as coalings or components of coalings.
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Styrene-dimethylstyrene-a-methylsiyrena copolymers producad
by polymerizing equimotar ratios ol 1he ihree comonomars
such that the finished copolymers have a minimum average
molecular weight ol 835 as delermined by ASTM method
D02503-82, "Standard Test Method for Molecular Waight
(Relalive Molecular Mass) ol Hydrocarbons by Thermo-
¢leciric Measurement ol Vapor Pressuse,” which is incor-
poraled by relarence. Copies may be oblained kem the
American Sociely lor Testing Materials, 100 Barr Harbor Dr.,
Wes! Conshohocken. Philadelphia. PA 19428-2959. or may
be examined al the Malional Archives and Records Adminis-
tration (NARA). For informalion on the availability of 1his ma-
lerial al NARA, call 202-741-8030, or go 0. hiipH
www.archwes.gov/iederal__ragister!

cods__of_federal__reguiati r__locations.himl.
Styrene-isobutylene  copoly (weight ge molecul
weight not less than 6,300).
Styrang-malgic anhydride copol
Styrene-methacrylic acid copoly ining ng more than

5 weighl perceni of polymer units derived from melhacrylic
acid.

Styrene-vinylidene chioride copolymers conlaining not moare
than 40 weight percent of vinylidene chlonde in the finished
copolymers. The finished copolymers may contain nol more
than § weighl parcent of iolal polymer units derved from
acrylic acid, fumanc acid, itaconic acid. and/or mathacrylic
acid.

2-Sullcethyl methacrylale, sodium sall [Chemical Absiracls
Service No. 1804-87~1].

o|p-(1,1,3,3-Tetramethyibulyl) phenyl}-omaga-hydroxypoly {oxy-
elhylene) hydrogen sulfaie, sodium sall mixiure with o-jp-
(1.1,3,3-tetramethylbutyl}-phenyl)- omega-hydroxypoly  (oxy-
elhylene) with bolh subslances having a poly(oxyeihylene)
conten| averaging 3 moles.

Telrasodium  N<{1,2-dicarboxyelhyl)- N-cotadecylsullo-succina-
mate.

Toluenesulionamide-formaldehyde resins.

For use only in coatings tor paper and paparboard intended for
use in coanlact with nonfatty food and limited to use at a lavel
nol to exceed 50% by weighi of Ihe coaling solids.

For use enly in coalings for paper and paperboard intended for
use in contact under condilions of use D G described in
\able 2 ol paragraph {¢} of thig section, with food of Types |,
il, IV-B, VI-B, VII-B, and VIll described in 1able 1 of para-
graph (¢) of this seclion: and limiled 1o use at a level nol to
excead 40 percent by weight ol the coaling solids.

For use only as a coaling or componeni of coalings and limited
jor use al a level not to exceed 2 percent by weight of paper
or paperbeard substrate.

For use only as coalings or componenis of coalings.

For use only in copolymer coalings under conditions of use E.
F, and G described in paragraph (¢} ol this seclion, lable 2,
and limited to use at a level nol lo exceed 2.0 percent by
weighi of the dry copalymer coating.

For use only as a surface-aciive agent at levels not 1o exceed
3 percent by weight of vinyl acetate polymer with aelhylene
and N-{hydroxymeihyl) acrylamide intended for use in coal-
ings for paper and paperboard intended lor use in contacl
wilh foods:

1. O1 the types identified in paragraph (c} of this section, table
1, under Types |, 1, I, Iv, VI-B, and VII, and under the con-
ditions of use described in paragraph (c} of this section,
table 2. conditions ol use E. F. and G.

2. Ol the types identified in paragraph (¢) of his seclion, table
1, under Types V. VIli and IX and under the condilions of
use describad in paragraph (c} of ihis section, 1able 2, condi-
tions of use C, D, E, F, and G.

For use only as an smulsilier in resin latex coalings, and lim-
iled 1o use at a lsvel not 1o exceed 0.05% by waight of the
coating solids.
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Vinyl acelale copolymers produced by copalymerizing vinyl ac-
elate with one or more of the monomers acrylamide, acrytic
acid, acrylonitrile, bicyclo-[2.2.1]hepi-2-ene-B-methylacrylate,
butyl acrylale, crotonic acid, decyl acrylate, diallyl fumaralts,
diallyl maleate, diallyl phthalate, dibutyl fumarate, dibutyl
itaconate, dibutylmaleaie, di2-elhylhexyl) maleate, diving
benzene, elhyl acrylale, 2-alhyl-hexyl acrylate, fumaric acid,
itaconic acid, maleic acid, methacryfic acid, melhyl acrylale,
methyl methacrylate, mono(2-gihylhexyl) maleate, monoethyl
maleate, styrene, vinyl butyrale, vinyl crotonate, vinyl
haxoale, vinylidena chlorida, vinyl pelargenata, vinyl propio-
naie, vinyl pyrrolidone, vinyl stearate, and vinyl sulionic acid.
The linished copolymers shall contain al lzast 50 weight per-
cent of pokmer unils derived Irom vinyl acetate and shall
conlain no more than 5 weighl percent ol total polymer unils
derived rom acrylamide, acrylic acid, crolonic acid, decyl ac-
rylate, dibulyl itaconale, di(2-ethylhexyl) maleale. fumaric
acid, itaconic acid, maleic acid, methacrylic acid, mono(2-
ethylhexyl) maleate, mongelhyl maleate, vinyl bulyralg, vinyl
hexoale, vinyl pelargonale, vinyl propionate, vinyl siearale,
and vinyl sullonic acid.

Vinyl acetale polymer with ethylene and N-(hydroxymelihyl) ac-
rylamide conlaining not more than & weighl percent of total
polymer unils derived trom N-{hydroxymelhyl) acrylamide,

Vinyl chloride copolymers produced by copalymerizing vinyl
chienide wilh one or mere of the monomers acrylonitrile; fu-
maric adid and ils methyl, sthyl, propyl, butyl, amyl, hexyl,
heptyl, or oclyl esters; malsic acid and ils methyl, ethyl,
propyl, bulyl, amyl, hexyl, heptyl, or oclyl esters; maleic an-
hydride; 5-norbomene-2, 3-dicarboxylic acid, mono-n-butyl
aster; vinyl acetate-and vinylidena chloride. The finished co-
polymers shall contain at least 50 weigh! percent ol polymer
units derived from vinyl chloride: shall conlain no more than
S weight percent ol [otal polymer ynils derived Irom fumaric
andior maleic acid andVor their methyl, ethyl, propyl, butyl,
amyl, heplyl, or oclyl monoesters or from maleic anhydride
or from mono-n-butyl asier ol 5-norbornene-2, 3-dicarboxylic
acid (however, in any case the linished copolymers shall
conlain no more than 4 weight percent of iolal polymer units

derived from mono-nbulyl ester of S-norbomens-2,3-
dicarboxylic acid).
Vinyl ¢hloride-vinyl acetate hydroxyl-modified copal

Vinyl chloride-vinyl acelale hydioxyl-modilied copolymers re-
acted with irimellilic anhydride.

Vinylidene chloride copolymers produced by copolymerizing vi-
nylidene chloride with one or more of the monomers acryl-
amide agrylic acid, acrylonitrile, bufyl acrylate, butyl meth-
acrylale ethyl acrylate, ethyl methacrylale, fumanc acid,
itaconic acid, mathacrylic acid, methyl acrylate, methyl math-
acrylaie, octadecyl methacrylate, propyl acrylate, propyl
melhacrylate, vinyl chloride and vinyl sulfonic acid. The lin-
ished copolymers shall contain at leasl 50 weighi percent of
polymer uniis derived from vinylidene chloride; and shall
contain nc more than 5 weight percen! of tolal polymar units
derived Irom acrylamide, acrylic acid. fumaric acid. itaconic
acid. methacrylic acid, ocladecyl methacrylale, and vinyl sul-
fonic acid,

Colorants:.

Alurninum
Aluminum hydrate
Aluminum and polassium silicate (mica) ...
Aluminum mono-, di-, and tr
Aluminum silicate (China clay)
Barium suliate
Bentonite
Bentonite, modified wilh dimethyldioctadecy
Bumt umber

ion

For use enly in coatings for paper and paperboard intended for
use in contact with looas:

1, Of the types identified in paragraph (¢} ol this section, lable
1, under Types |, 11, IN, 1V, VI B, and VI and under the con-
ditions of use described in paragraph (c) ol this section,
table 2, conditicns of use E, F, and G.

2. Of the types idenliied in paragraph {c} of this section, table
1, under Types V, VIIl, and IX and under the conditions of
use described in paragraph (c) ol this section, 1able 2, condi-
tions of use C, D, E, F. and G.

For use as a colorant only.,
Do.
Do.
Do.
Do.
Do.
Da.
Do.
Do.
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Lisi of substances

Limilalions

Calcium carbonate
Calcium silicate
Caicium sultate
Carbon black {channal p ]
Coball aluminate
Diator )5 earth.
Iron oxides
Magnasium oxide
Magnasium silicale {lalc}
Phihalocyanine blue {C.l. pigmenm biue 15, 15:1, 15:2,
15:3, and 15:4; C.I. No. 74160; CAS Reg. No. 147-14-
8).
Raw sienna
Silica
Tarirazine lake (corilied FD&C Yellow No. 5 only)
Tikanium dioxice
Titanium dioxide-barium sullate
Titanium dioxide-magnasium ....
silicats.
Zing carbonate

Zing oxide

(¢} The food-contact surface of the
paper and paperhoard in the finished
form in which it is to contact food,
when extracted with the solvent or sol-
vents characterizing the type of food,
and under conditions of time and tem-
perature characterizing the conditions
of its intended use as determined from
tables 1 and 2 of this paragraph, shall
yield net chloroform-scluble extrac-
tives (corrected for wax, petrolatum,
mineral 0il and zinc extractives as zinc
oleate) not to exceed 0.5 milligram per
square inch of food-contact surface as
determined by the methods described
in paragraph (d) of this section.

TABLE I—TYPES OF RAW AND PROCESSED
FooDs

I. Nonacid. agueous preoducts: may contain
salt o1 sugar or both (pH above 5.0).

11. Acid. aqueous products: may contain salt
or sugar or both. and including oil-in-water
emulsions of low- or high-fat content.

I11. Aqueous, acid or nonacid products con-
taining free oil or fat: may contain salt,
and including water-in-eil emulsions of
low- or high-fail content.

IV. Dairy products and modifications:

A. Water-in-oil emulsions, high- or low-fat.
B. Oil-in-water emulsions, high- or low-fat.
V. Low-moisture fats and ofl.
V1. Beverages:
A, Containing up to 8 percent of alcohol.
B. Nonalcoholic.
C. Containing more Lhan 8 percent alcohol.

VII. Bakery products other than those in-
cluded under Types VIII or IX of this table:
A. Moist bakery producls with surface con-

Laining free (at or oil.
B. Moist bakery products wicth surface con-
taining no free fat or oil.

VIII. Dry solids with the surface containing
no free fat or oil (no end test required).

IX. Dry solids with the surface containing
free fat or oil.

TaBLE 2—TEST PROCEDURES WITH TIME TEMPERATURE CONDITIONS FOR DETERMINING AMOUNT OF
EXTRACTIVES FROM THE FOQD-CONTACT SURFACE OF UNCOATED QR COATED PAPER AND PAPER-
BOARD, USING SOLVENTS SIMULATING TYPES OF FOODS AND BEVERAGES

Food-simulating solvents
8 percent al- | 50 percant al-
" Types ol tood Water Heptange !
Condition of use {ste lable 1) cohol cohol
Time and Time and Time and Time and tem
temperature | temperature | temperature | p
A, High lemperature heat-slerlized {(e.g.. || V-B.VI-B ... 250 °F. 2 he | ...cnime tenafe i Mt die ] BN e
over 212 °F),
I W-A VA | D 180 *F. 2 0 | imicmcisinen
B. Boiling water stenlized ... I, vil-B - | 212 °F, 30
min.
QL VI-A ... SN |- SR, I20°F, 30 | v
min.
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TABLE 2-—TEST PROCEDURES WITH TIME TEMPERATURE CONDITIONS FOR DETERMINING AMQUNT OF
EXTRACTIVES FROM THE FOOD-CONTACT SURFACE OF UNCOATED OR COATED PAPER AND PAPER-
BOARD, USING SOLVENTS SIMULATING TYPES OF FOODS AND BEVERAGES—Continued

Food-simulating solvents

8 percent al- | 50 parceni al-
Condition of use }Zggs[:g":"’)’ Wales LiSpianel Pl Feonol
Time and Time and Time and Time and lem-
lomperature | lemperature | lemparature perature
C. Hot filled or pasteurized above 150 °F ... [ Il IV-B, VII-B ... | Fill boiling,
coot o
100 °F.
I, 1IV-A, VA L do 120 °F, 15
min.
...... do s
0. Hot tilled or pasteurized below 150 °F .....
100 “F, B0 | ceemreerreres | cvmeesrensssisiian
mir.
VL IX i | [ et 40 s
VI-A 50 °F, 2R | s
vIC 150 °F, 2 hr,
E. Room temperature filed and stored (no | I, II, IV-B, VI-B, 120<F, 24 hr
thermal treatment in the container). VII-B.
, -A VA L 70 “F, 30
min.
U ) SRR [P I do ...
VI-A 120 °F, 24 hr | e
VI-C 120 °F, 24 hr.
F. Refrigerated slorage (no thermal freak | NI, IV-A, VI-A .. [ 70°F, 48 hr [ 70°F, 30 | cecmicces | cecmecisemnnsinns
ment in the container). min.
L Iv-B, VB, | ... do ..enene
Vir-B.
VI-A TOF, 48 W | (e
VvI-C 70 °F. 48 hr.
G. Frozen storage (no thermal ireatment in | 1 I, IV-B. VIIB .. | 70 °F, 24 hr
1he conlainer).
ML VIRA i | 40 e FOF, 30 | s | oo
min,
H. Frozen or relrigerated sterage: Ready-
prepared foods intended 10 ba reheated in
conlainer al time of use:
1. Aqueous or oil-in-waler emulsion of | 1, I, IV-B, VII-B .. | 212 °F, 30
high- or low-fai. min,
2. Aquecus, high- or low-lree il or fat .. | DI, IV-A, Vi-A, IX | ....do ... 120 °F, 30 | oo | e
min.

T Heptane extractabili

resulls must be divided by a factor of five in armving al the extractability tor a food product having

wadler-in-gil emulsion or Iree il or fat. Heptane food-simulating solvent is nol required in the case of wax-polymer blend coalings
tor corrugaled paperboard conlainers intended for use in bulk packaging of iced meat, icad lish, and iced pouliry.

(d) Analytical methods—(1) Selection of
ertractability conditions. First ascertain
the type of food product (table 1, para-
graph (c) of this section) that is being
packed commercially in the paper or
paperboard and the normal conditions
of thermal treatment used in pack-
aging the type of foed involved, Using
table 2, paragraph (¢) of this section,
select the food-simulating solvent or
solvents and the time-temperatare ex-
aggerations of the paper or paperboard
use conditions. Having selected the ap-
propriate food-simulating solvent or
solvents and the time-temperature ex-

aggeration over normal use, follow the
applicable extraction procedure.

(2) Reagenis—(i) Water. All water ased
in extraction procedures should be
freshly demineralized (deionized) dis-
tilled water.

(ii) n-Heptane. Reagent grade. freshly
redistilled before use, using only mate-
rial boiling at 208 °F.

(1ii) Alcohol. 8 or 50 percent (by vol-

ume), prepared from undenatured 95
percent ethyl alcohol dilated with
demineralized {deionized) distilled
water.

{iv) Chloroform. Reagent grade, fresh-
ly redistilled before use, or a grade
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having an established consistently low
blank.

(3) Selection of test method. Paper or
paperboard ready for use in packaging
shall be tested by use of the extraction
cell described in Official Methods of
Analysis of the Association of Official
Analytical Chemists,” 13th Ed. (1980),
secticns 21.010-21.015, under ‘-Exposing
Flexible Barrier Materials for Extrac-
tion,” which is incorporated by ref-
erence (Copies may be obtained from
the AOAC INTERNATIONAL, 481 North
Frederick Ave., suite 500, Gaithersburg,
MD 20877, or may be examined at the
National Archives and Records Admin-
istration (NARA). For information on
the availability of this material at
NARA, call 202-741-6030, or go to: hitp:/
www.archives.gov/federal _register/
code of Jfederal regulations/
thr__locations.hitml.); also described in
ASTM method F34-76 (Reapproved
1980), *Standard Test Method for Lig-
nid Extraction of Flexible Barrier Ma-
terials,”” which is incorporated by ref-
erence (copies may be obtained from
the American Society for Testing Ma-
terials, 100 Barr Harbor Dr., West
Conshohocken, Philadelphia, PA 19428-
2959, or may be examined at the Na-
tional Archives and Records Adminis-
tration (NARA). For information on
the availability of this material at
NARA, call 202-741-6030, or go to: hitp:#
wiow.archives.gov/federal  register/
code of federal regulations’
tbr_ locations.html.), except that formed
paper and paperboard products may be
tested in the container by adapting the
in-container methods described in
§175.300(¢) of this chapter. Formed
paper and paperboard products such as
containers and lids, that cannot be
tested satisfactorily by any of the
above methods may be tested in spe-
cially designed extraction equipment.
usually consisting of clamping devices
that fit the closure or container so
that the food-contact surface can be
tested, or, if flat samples can be cut
from the formed paper or paperboard
products without destroying the integ-
rity of the focd-contact surface, they
may be tested by adapting the f{ol-
lowing 'sandwich™™ method:

(i)Y Apparatus. (a) Thermostated (£1.0
°F) water bath, variable between 70 °F
and 120 “F water bath cover capable of

21 CFR Ch. | (4-1-13 Edition)

holding at least one 800-milliliter beak-
er partially submersed in bath.

(b) Analytical balance sensitive to 0.1
milligram with an approximate capac-
ity of 100 grams.

(¢) Tongs.

(d) Hood and hot-plate facilities.

(e) Forced draft oven.

For each extraction, the following ad-
ditional apparatus is necessary:

() One No. 2 paper clip.

(g) One 800-milliliter
watch-glass cover.

(k) One 250-milliliter beaker,

(i) Five 2%-inch-square aluminum
screens (standard aluminum window
screening is acceptable).

(/) One wire capable of supporting
sample stack.

(ii) Procedure. (a) For each extrac-
tion, accurately cut eight 2%-inch-
squale samples from the formed paper
or paperboard product to be tested.

(b)) Carefally stack the eight 2%e-inch-
square samples and the five 2%-inch-
square aluminum screens in sandwich
form such that the food-contact side of
each sample is always next to an alu-
minum screen, as follows: Screen, sam-
ple, sample, screen, sample, sample,
screen, ete. Clip the sandwich together
carefully with a No. 2 paper clip, leav-
ing just enough space at the top to slip
a wire through.

(c) Place an 800-milliliter beaker con-
taining 100-milliliters of the appro-
priate food-simulating solvent into the
constant temperature bath, cover with
a watch glass and condition at the de-
sired temperature.

(d) After conditioning, carefully
lower the sample sandwich with tongs
into the beaker.

(e¢) At the end of the extraction pe-
riod. using the tongs, carefully lift out
the sample sandwich and hang it over
the beaker with the wire,

(N After draining, pour the food-sim-
ulating solvent solution into a tared
250-milliliter beaker. Rinse the 800-mil-
liliter beaker three times, using a total
of not more than 50 milliliters of the
required solvent.

(9) Determine total nonvolatile ex-
tractives in accordance with paragraph
(d){5) of this section.

(4) Selection of sumpies. Quadruplicate
samples should be tested., using for
each replicate sample the number of

beaker with
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cups. containers, or preformed or con-
verted products nearest to an area of
100 square inches.

(8) Determination of amount of ertrac-
tives—(i) Total residues. At the end of
the exposure period, remove the test
container or test cell from the oven
and combine the solvent for each rep-
licate in a clean Pyrex (or eguivalent)
flask or beaker being sure to rinse the
test container or cell with a small
gquantity of clean solvent. Evaporate
the food-simulating solvents to about
100 milliliters in the flask or beaker.
and transfer to a clean, tared
evaporating dish (platinum or Pyrex).
washing the flask three times with
small portions of solvent used in the
extraction procedure, and evaporate to
a few milliliters on a nonsparking, low-
temperature hotplate, The last few
milliliters should he evaporated ih an
oven maintained at a temperature of
approximately 221 °F. Cool the
evaporating dish in a desiccator for 30
minutes and weigh the residue to the
nearest 0.1 milligram, (e). Calculate the
extractives in milligrams per square
inch of the container or sheeted paper
or paperboard sarface.

(@) Waler and 8- and 50-percent alcohol.
Milligrams extractives per square
inch=(e)/(s).

(0) Heptane. Milligrams extractives
per square inch=(e)/(s)(F)
where:
e=Milligrams exiractives per sample Lested.
s=Surface area tested. in square inches,
F=Five, the ratio of the amount of extrac-

tives removed by heptane under exagger-

ated time-temperature Lest conditions
compared to the amount extracied by a fat
or oil under exaggerated conditions of
thermal sterilizalion and use.

e’=Chloroform-soluble extractives residue.

ee’=Corrected chloroform-soluble extractives
residue,

e or ee’ is substituled for ¢ in the above equa-
tions when necessary.

If when calculated by the equations in
paragraph (d)5)i) (a) and () of this
section, the extractives in milligrams
per square inch exceeds the limitations
prescribed in paragraph (c) of this sec-
tion, proceed to paragraph (d)5)ii) of
this section (method for determining
the amount of chloroform-soluble ex-
tractives residues}).

(iiy Chloroform-soluble extractives res-
idue. Add 50 milliliters of chloroform

§176.170

(freshly distilled reagent grade or a
grade having an established consist-
ently low blank) to the dried and
weighed residue, (e), in the evaporating
dish obtained in paragraph (d)5)1) of
this section. Warm carefully, and filter
through Whatman No. 41 filter paper
(or equivalent) in a Pyrex (or equiva-
lent) funnel, collecting the filtrate in a
clean, tared evaporating dish (platinum
or Pyrex). Repeat the chloroform ex-
traction, washing the filter paper with
this second portion of chloroform. Add
this filtrate to the original filtrate and
evaporate the total down to a few mil-
liliters on a low-temperature hotplate.
The last few milliliters should be evap-
orated in an oven maintained at ap-
proximately 221 °F. Cool the
evaporating dish in a desiccator for 30
minutes and weigh to the nearest 0.1
milligram to get the chloroform-solu-
ble extractives residue ("). This ’ is sub-
stituted for e in the equations in para-
graph (d)5)i) (@) and (&) of this sec-
tion. If the chloroform-soluble extrac-
tives in milligrams per square inch
still exceeds the limitation prescribed
in paragraph (c) of this section, proceed
to paragraph {(d)53iii) of this section
(method for determining corrected
chloroform-scluble extractives res-
idue).

(iii) Corrected chloroferm-soluble ex-
tractives residue—(a) Correction for zinc
extractives, Ash the residue in the
evaporating dish by heating gently
over a Meker-type burner to destroy
organic matter and hold at red heat for
about 1 minate. Cool in the air for 3
minutes, and place the evaporating
dish in the desiccator for 30 minutes
and weigh to the nearest 0.1 milligram.
Analyze this ash for zine by standard
Association of Oifficial Agricultural
Chemists methods or equivalent. Cal-
culate the zinc in the ash as zinc ole-
ate, and subtract from the weight of
chloroform-soluble extractives residone
(') to obtain the zinc-corrected chloro-
form-soluble extractives residue ({e).
This ¢ is substituted for e in the equa-
tions in paragraph {(d)}5)Xi) (@) and (b) of
this section.

(b) Correction for warx, petrolalum, and
mineral oil—(1y Apparaius. Standard 10
millimeter inside diameter x 60 centi-
meter chromatographic column (or
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standard 50-milliliter buret with an in-
side diameter of 10-11 millimeters)
with a stopcock of glass,
perfluorocarbon resin, or eguivalent
material. The column (or buret) may
be optionally equipped with an integral
coarse, fritted glass disc and the top of
the column (or buret} may be option-
ally fitted with a 100-millimeter sol-
vent reservoir.

2y Preparation of celumn. Place a
snug pledget of fine glass wool in the
bottom of the column (or buret) if the
column (or buret) is not equipped with
integral coarse, fritted glass disc. Qver-
lay the glass woo! pledget (or f{ritted
glass dise) with a 15-20 millimeter deep
layer of fine sand. Measure in a grad-
nated cylinder 15 milliliters of
chromatographic grade aluminum
oxide (B0-200 mesh) that has been tight-
ly settled by tapping the cylinder.
Transfer the aluminum oxide to the
chromatographic tube, tapping the
tube during and after the transfer so as
to tightly settle the aluminum oxide,
Overlay the layer of aluminum oxide
with a 1.0-1.5 centimeter deep layer of
anhydrous sodium sulfate and on top of
this place an B-10 millimeter thick plug
of fine glass wool. Next carefully add
about 25 milliliters of heptane to the
column with stopcock open, and allow
the heptane to pass through the col-
umn until the top level of the liguid
just passes into the top glass weol plug
in the column, and close stopcock.

() Chromatographing of sample ex-
tract—(i} For chloroform residues weigh-
ing 0.5 gram or less. To the dried and
weighed chloroform-soluble extract
residue in the evaporating dish. ob-
tained in paragraph (d)}5)ii)} of this
section. add 20 milliliters of heptane
and stir. Il necessary, heat carefully to
dissolve the residue. Additional
heptane not to exceed a total volume of
50 milliliters may be used if necessary
to complete dissclving. Cool to room
temperature. (If solution becomes
cloudy, use the procedure in paragraph
(AXBXiiiX &M 3)ify of this section to ob-
tain an aliguot of heptane solution cal-
culated to contain 0.1-0.5 gram of ¢hlo-
roform-soluble extract residue.) Trans-
fer the clear liguid solution to the col-
amn {(or buret). Rinse the dish with 10
millimeters of additional heptane and
add to column. Allow the liguid to pass

21 CFR Ch. | (4-1-13 Edition}

through the column into a clean. tared
evaporating dish (platinum or Pyrex)
at a dropwise rate of about 2 milliliters
per minute until the liguid surface
reaches the top glass wool plug; then
close the stopcock temporarily. Rinse
the Pyrex flask which contained the
filtrate with an additional 10-15 milli-
liters of heptane and add to the col-
umn. Wash (elute) the column with
more heptane collecting about 100 mil-
liliters of total eluate including that
already collected in the evaporating
dish. Evaporate the combined eluate in
the evaporating dish to dryness on a
steam bath. Dry the residue for 15 min-
utes in an oven maintained at a tem-
perature of approximately 221 °F. Cool
the evaporating dish in a desiccator for
30 minutes and weigh the residue to the
nearest 0.1 milligram. Subtract the
weight of the residue from the weight
of chloroform-scluble extractives res-
idue () to obtain the wax-. petrolatum-
, and mineral oil-corrected chloroform-
soluble extractives residue (¢'). This ¢
is substituted for e in the equations in
paragraph (dX5)i) (a) and (b) of this
section.

(i1) For chloreform residues weighing
more than 0.5 gram. Redissolve the
dried and weighed chloroform-soluble
extract residue as described in para-
graph (A)(5)EiiXO)N3ND of this section
using proportionately larger quantities
of heptane. Transfer the heptane solu-
tion to an appropriate-sized volumetric
flask ¢i.e., a 250-milliliter flask for
about 2.5 grams of residue) and adjust
to volume with additional heptane. Pi-
pette out an aliguot (about 50 milli-
liters) calcunlated to contain 0.1-0.5
gram of the chloroform-soluble extract
residue and analyze
chromatographically as described in
paragraph (&X5)}iiixb}3INi) of this sec-
tion. In this case the weight of the
dried residue from the heptane eluate
must be multiplied by the dilution fac-
tor to obtain the weight of wax. petro-
latum, and mineral oil residue to be
subtracted from the weight of chloro-
form-soluble extractives residue () to
obtain the wax-, petrolatum-. and min-
eral oil-corrected chloroform-soluble
extractives residue (e’). This & is sub-
stituted for e in the equations in para-
graph (dX5)(i) (a) and (&) of this sec-
tion. {Note: In the case of chloroform-

226



Food and Drug Administration, HHS

soluble extracts which contain high
melting waxes (melting point greater
than 170 °F), it may be necessary to di-
lute the heptane solution further so
that a 50-milliliter aliquot will contain
only 0.1-0.2 gram of the chloroform-
soluble extract residue.)

{e) Acrylonitrile copolymers identi-
fied in this section shall comply with
the provisions of §180.22 of this chap-
ter, except where the copelymers are
restricted to use in contact with food
only of the type identified in paragraph
(¢), table 1 under Category VIIIL

[42 FR 14554. Mar. 15. 1977)

EDITORIAL NOTE: Forr FEDERAL REGISTER ci-
tations affecting §176.170. see the List of CFR
Sections Alfected. which appears in the
Finding Aids section of Lhe printed volume
and at www. fdsys.gov,

$176.180 Components of paper and J)a-
perboard in contact with dry food.
The sabstances listed in this section
may be safely used as components of
the uncoated or coated food-contact

§176.180

surface of paper and paperboard in-
tended for use in producing, manufac-
turing, packing. processing. preparing.
treating, packaging, transporting, or
helding dry food of the type identified
in §176.170{c), table 1, under Type VIII,
subject to the provisions of this sec-
tion.

(a) The substances are used in
amounts not to exceed that reguired to
accomplish their intended physical or
technical effect, and are so used as to
accomplish no effect in food other than
that ordinarily accomplished by pack-
aging.

{b) The substances permitted to he
used include the following:

{1) Substances that by §176.170¢ and
other applicable regulations in parts
170 through 189 of this chapter may be
safely used as components of the
uncoated or coated food-contact sor-
face of paper and paperboard, subject
to the provisions of such regulation.

(2) Substances identified in the fol-
lowing list:

List ol substances

Limitations

Acrylamide  polymer  with  sedium  2-acrylamido-2-
methylpropane-sullonate (CAS Feg. No. 38193-60-1).

(2-Alkenyt) succinic anhydsides in which the alkenyl groups are
derived from olsfins which conlain not less than 78 percent
Cw and higher groups (CAS Reg. No. 70983-55-0)..

4-(2-|2-(2-Alkoxy(C\:-Cys) ethoxy) elhoxy]ethyl]disodium sullo-
succinate.

Alkyl mono- and disullonic acids, sodium salts (produced irom
rralkanes in the range of Ci-Ciy wilh not less than 50 per-
cent Cy.-Cya)..

Aluminum and calciumn salts of FD & C dyes on a substrale of
alumina.

Ammonium nilrate..

Amylose..

Bafium melaborate ... e s

1,2-Benzisothiazolin-3-one {CAS Regisiry No. 2634-33-5)

N.N-Bis{hydroxyelbyllauramide.

Bis(trichloromethyl) sulfone C.A. Registry No. 3064-70-8 .........

Borax

Boric acid

Butanedioic acid, sulio-1,4-di-(Ce-C,, alkyl) ester, ammonium
salt (also known as bulanedioic acid, sullo-1.4-diisodecyl
asler, ammonium salt [CAS Reg. No. 144093-88-9])..

sec-Bulyl alcehol.,

Bulyl benzy! phihalaie..

Candslilla wax..

Carbon tetrachloride..

Caslor oil, polyoxyethytaled {42 moles athylene oxide)..

Calionic soy protein hydrolyzed (hydrolyzed soy prolein isolate
modified by Ireatment with 3-chloro-2-hydioxypropyl-
trimethylammaonium chloride).

Calionic soy protein (soy protein isolate modilied by treatment
wilh 3-chlorg-2-hydroxypropyliimelhyl-ammaonium chloride).
Chloral hydrate
N-Cyclohexyl-p-loluene sulfonamide.,,

2.5-Di-tert-butyl hydroquinone,

For use al a lavel not to exceed 0.015 weight percent of dry
liber,

For use as a polymenzation emulsifies and latex emulsion sta-
bilizer at lgvels not 1o exceed 5 percent by weight of tolal
emulsion solids.

Colorant,

For use as preservative in coatings and sizings.

For use only as a preservalive in paper coaling composilions
and limited to use al a level nol lo exceed 0.02 mghin?
{0.0031 mg/em3) of finished paper and paperboard.

For use only as a preservative in coalings.
For use as presarvative in coalings.
Do

For use as a surface active agenl in package coaling inks at
levels not 10 exceed 3 percent by weight of (he ceating ink.

For use only as a coating adhesive, pigment slructuning agant,
and liber retention aid.

For use only as a coating adhesive, pigment siructuring agent,
and liber retertion aid.
Polymerization reaction-conirol agent.
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