
Pt. 175 

The Food and D1·ug Administration 
will exempt substances whose uses it 
determines meet the criteria in § 170.39 
of this chapter from regulation as food 
additives and, therefore, a food addi­
tive petition will not be required for 
the exempted use. 
[60 FR 36596, July 17. 1995) 

PART 175-INDIRECT FOOD ADDI· 
TIVES: ADHESIVES AND COMPO· 
NENTS OF COATINGS 

Subpart A [Reserved) 

Subpart B-Substances for Use Only as 
Components of Adhesives 

Sec. 
175.105 Adhesives. 
175.125 P,-essure-senslt!ve adhesives. 

Subpart C-Substances for Use as 
Components of Coatings 

175.210 Ac .. ylate ester copolymel' coating. 
175.230 Hot-melt strippable food coatings. 
175.250 Paraffin (synthetic). 
175.260 Pa,·tial phosphol'ic acid esters of pol-

yester resins. 
175.270 Poly(Vlnyl Ouoride> resins. 
175.300 Resinous and polymel'iC coatings. 
175.320 Resinous and polymeric coatings for 

polyolefln films. 
175.350 Vinyl acetatetcrotonic acid copoly­

mer. 
175.360 Vlnylldene chloride copolymer coat­

ings for nylon mm. 
175.365 Vinylidene chloride copolymer coat­

ings for polycarl)onate fllm. 
175.380 Xylene-formaldehyde resins con­

densed with 4.4'-isopropylidenediphenol­
epichlol'Ohydi·in epoxy resins. 

175.390 Zinc-silicon dioxide matrix coatings. 

AUTI!ORITY: 21 U.S.C. 321. 342. 348. 379e. 

SOURCE: 42 FR 14534. Mar. 15. 1977. unless 
othe,•wise noted. 

EDITORIAL NOTE: Nomenclature changes to 
part I 75 appear at 61 FR 14482. Ap1·. 2. 1996. 66 
FR 56035. Nov. 6. 2001. and 70 FR 72074, Dec. 
1. 2005. 

Subpart A [Reserved] 

Subpart B-Substances for Use 
Only as Components of Adhesives 

!H 75.105 Adhesives. 
(a) Adhesives may be safely used as 

components of articles intended for use 
in packaging, transporting. or holding 

21 CFR Ch. I (4-1-11 Edition) 

food in accordance with the following 
prescribed conditions: 

Cl) The adhesive is prepared from one 
or more of the optional substances 
named in paragraph (c) of this section, 
subject to any prescribed limitations. 

(2) The adhesive ls either separated 
from the food by a functional barrier or 
used subject to the following additional 
limitations: 

(i) In dry foods. The quantity of adhe­
sive that contacts packaged d1·y food 
shall not exceed the limits of good 
manufactm·ing practice. 

(ii) In fatty and aqueous foods. (a) The 
quantity of adhesive that contacts 
packaged fatty and aqueous foods shall 
not exceed the trace amount at seams 
and at the edge exposure between pack­
aging laminates that may occur within 
the limits of good manufacturing pi-ac­
tice. 

(b) Under no1·mal conditions of use 
the packaging seams or laminates will 
remain firmly bonded without visible 
separation. 

(b) To assure safe usage of adhesives, 
the label of the finished adhesive con­
tainer shall bear the statement " food­
packaging adhesive .. . 

(c) Subject to any limitation pre­
sc1·ibed in this section and in any othe1· 
regulation promulgated under section 
409 of the Act which prescribes safe 
conditions of use for substances that 
may be employed as constituents of ad­
hesives. the optional substances used 
in the formulation of adhesives may In­
clude the following: 

(1) Substances generally recognized 
as safe for use in food or food pack­
aging. 

(2) Substances permitted for use in 
adhesives by prior sanction or approval 
and employed under the specific condi­
tions of use prescribed by such sanc­
tion 01· approval. 

(3) Flav01•ing substances permitted 
for use in food by regulations in this 
pa1·t. provided that such flavoring sub­
stances are volatilized from the adhe­
sives during the packaging fabrication 
process. 

(4) Color additives approved for use in 
food. 

(5) Substances permitted for use in 
adhesives by other regulations in this 
subchapter and substances named in 
this subpa1·ag1·aph: Provided, however, 
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§175.105 Food and Drug Administration, HHS 

That any substance named in this 
parngraph and covered by a specific 
regulation in this subchapter, must 

meet any specifications in such regula­
tion. 

Abielic acid. 
Acetone. 

Substances 

Acelone•lormaldehyde condensate (CA$ Reg. No. 25619-09-1). 
Ac:etone-ure11-form1ddehyde resin, 
N-Acetyl ethanolamine. 
Acetyl tribulyl citrate. 
Acetyl triethyl citrate. 
2-Acrylamido-2-methyl-propanesullonic acid, homopolymer. sodium sale 

(CAS Reg. No. 35641-59-9). 
Albl,min, blood. 
(2-Alkenyl) succinic anhydrides in which lhe alkenyl groups are derived 

rrom olelins which contain not less than 78 percen~ C ,0 end highe, 
groups (CAS Reg. No. 709e3-5>-0). 

4-(2-(2·2-(Alkoxy (C11-C,,J elhoxy) e1hoxy)elhyl) disooium sullosuccinale. 
1-Alkyl (~,Co.:) amino-3-amino-propane monoacetale. 
Alkylaled (C, end/or C,) phenols. 
Alkyl (C,-C1,> benzene. 
Alkyl (C,.,,C,.J dimelhylbenzyt ammonium chlOride. 

Limitations 

n•Alkyl(C1:, C,-1, c.... or C11,) l:lmelhyl {elhylbenzyt) ammor'\ium Fo.. 1,1se as p,eservative only, 
cycloheMylsullama,e. 

Alkyl ketene dimers as described in § 176.120 ol 1his chapter. 
Alkyl (C,·Co,) naphlhalene. 
alpha Olefin sullonate (alkyl group is in the range of c, ... c," with no1 

les.s than so perC8f'II C,J•Cn,), ammonium. calcium, magnesium, pa. 
tassiom, and sodium sans. 

2·((2-aminoethyl)amino)elhanol (CA$ Reg. No. 111-41-1). 
3-Aminopropanediol ....................................................................... For use only in lhe preparalion ot polyu,elhane res-

Aluminum. 
Aluminum acetale. 
Aluminum di(2-elhylhe,oate). 
Aluminum potassium silicale. 
N-p-Aminoethyl-gamma-aminopropyl trimetho.xysilane. 
3•(Aminomelhyll•3,5,S-trimelhylcycl0hexylamine. 
Aminomelhylpropanol. 

ins. 

Ammonium benzoale ......................................................... ........................ For use as preservative only. 
Ammonium bifluoride .................................................................................. For use only as bonding •~nt for aluminum loil. sla• 

Ammonium borale. 
Ammonium citrate. 
Ammonium persulfate. 
Ammonium pOlyaerylate. 
Ammonium potassium hyd,ogen phosphate. 

bilizer or preservalive. Tolal rluoride from all 
sources nol lo e>eceed I pe,cenl by wl!Hghl ol lhe 
finishe<I adhesive. 

Ammonium silico-fluoride ............................................................................ For use only as bOncting agenl tot aluminum foil, sta-

Ammonium suliamale. 
Ammonium thiocyanate. 
Ammonium thiosullate. 
Amyl ae.tate. 
Anhydroenr,eaheplilol. 
Animal glue as described in§ 178.3120 ol lhis c:tiapter. 

bilizer. or preservalive. Tolal fluoride from all 
sources nol lo e.xceed 1 peJCenl by weight o1 the 
finiShed adhesive. 

2·Anthraquinone sullonic acid. sodium salt For use only as polymerization-control agent. 
Antimony o,cide. 
Asbestos. 
AsphaU, paraH;nc and naphlhenic. 
Azetaie acid. 
Azo-bis-isobutyronilrile. 
Balata rubber. 
Barium acetate. 
Barium peroxide. 
Barium sul1ate. 
Bentonile. 
Benzene (benzOII. 
1,4-Benzenellicarbo,ylie aciO, bisl2·(1, 1·0imelhylelhyl)·6·1l3-( l, 1· FOf use as a stabilizer. 

dimethylelhyl)-2-hydroxy-5-melhylp~enyl)melhyl)-4-me1hyl-phenyl)esler 
(CAS Reg. No. 57569-40-1). 
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§ 175.105 

SubSlances 

1,2-8enzisolhiazolin-3-one (CAS Regislry No. 2634-33-S) 
Benzotl'lia>:ylClisullide. 
p·Benzo,yphenol ....................................................................................... . 
Benzoyl petoxide. 
Benzyl alcohol. 
Benz:yl benzoe1e. 
Benzyl bfornoacetate ................................................................................ . 
p-Benzylo,yphenol .................................................................................... .. 
BHA (bulylaled hydro,yanisole). 
BHT (butylaled hydroxytoluenel. 
8icyclo{2.2.1 )hep1•2•ene•6•melhy1 acrylale. 
2•Biphenyl diphenyl phosphale. 
Bis(benzoa1e-01(2•propanolalo)aluminum (CAS Reg. No. 105442-115-IJ 

21 CFR Ch. I (4-1-11 Edition) 

Limitations 

For use as preservallVa only. 

For u&e as preservauve only. 

For use as presesvatiYe only. 
Do. 

For use only as :a reactant in the prepeiration of poly• 
ester resins. 

I ,2•Bis(3,5·di-ren-bulyl-4-hydroxyhydrocinnamoyllhy-drazine 
No. 32687-78-8). 

(CAS Reg. Fo, use al a level no1 10 exceed 2 percent by weight 
or 1he adheSive. 

I ,3-Bis(2-benzolhiazolylmercaplomelhy1) urea. 
4,4'•Bis(a,tt•dimelhylbenzyl)diphenylamine. 
2,6-Bis(l.1-dimelhylolhyl)•4•(l•malhytpropyl)phenol (CAS Reg. No. For use as an anIt0xida.nI and/or stabilizer only. 

17540-75-9). 
2.6-Bis ( 1-melhylhepladecyt)•P-Cresol. 
4-((4, 6-Bis(octyllhio)6-Bi~oclyllhio)6·Bis(oclyllhio)-s-lriazin-2-yt)amino)-

2.6-di-r"'1•bulytphenol (CAS Reg. No. 991-ll4-4). 
Bis(lri-11-t>utylHn) oxide ...............................•....................•........................... 
Bi$(1riChloromelhyl)Sulfone C.A. Registry No. 3064-70-S ....................... .. 
Borax. 
Boric ecid. 
2•Bromo-2-ni1ro-1, 3-propanediol (CAS Reg. No. 52-51-7) .................... .. 
Bulanedioic acid, sulfo•1,4·dj.(C.,·C1a alkyl) ester. ammonium salt (also 

known as butanedioic acid, sulfo-1,4-diisodecyl ester. ammonium saH 
(CAS Reg. No. 144093-118-9)1 .. 

1,3-Bulanediol. 
I ,4•Butanediol. 
1.4-Butanediol modified wtth adipic acid. 
Bulo,cy polyethylene polyproplyane glycol (molecular weight 900-4,200). 
Butyl aceta1e. 
Bulyt acetyl ricinoleale. 
Bulyl alcohol. 
Butytaled reaclion product of p-cresol and dlC)'clopentadiene .................. . 
Bulylaled. slyrenaled cresols identified in § 178.2010(b) or this chapter 
Bulyt benzoale. 
Bulyl benzyl phlhalale. 
BulylClecyl phlhalale ..................................... .. 
f ,3-Butylane glycoldiglycolic acid copolymer. 
lert~ulyl hydropero,ida. 
4,4'-Butytidenebis(B•IOll~ulyl-m<resoll. 
Bulyl laclale. 
Bulyloclyl ph1hala1e. 
p-,err~u1ytphenyl salicytale. 
Bulyl phlhala1e butyl glycolata. 
p-fen~utyfpyrocarechOI ..... .............................................. ..................... .. . 
Butyl ricinoleate. 
Bulyt rubber polymer. 
Bulyl s1eara1e. 
Bulyl lilanale. polymerized. 
Butyreldehyde. 
Calcium ethyl ace,oace,ate. 
Calctum nitrate. 
Calcium metasilieale. 
Camphor. 
Camphor latly acid es1e111. 
Candelilla wa•. 
epsiron-Capro1ac1am-(elhylene·elhyt ecrytale) grafl polymer. 
Carbon black, channel process. 
Carbon disulride•1,1'•methylenedipipefidine reaclion product 
Carbon lel<adlloiida. 
Carbo,ymelhylcellulose. 
Castor oil, polyoxyelhytaled (4-84 moles ethylene oxidal. 
Cellulose acelale butyrale. 
Cellulose acelale propionate. 
Ceresin wax (ozocerite). 
Celyl alcohol. 
Chloracetamide. 
Chloral hydrate. 
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For use :as preservative only. 
Do. 

For use onty as an antibacterial preservalive. 
For use as a $uriace aetive agent in adhesives. 

As identified in§ 178.2010(b) of this chaplet. 

For use ooly as potymerization-control agenl. 



Food and Drug Administration, HHS 

Substances 

Chlorinated liqutd n,paraHins with dlafn leng&hs ot c, .. -C,;, containing 
40-70 percenl chlorine by weight 

lim11ations 

Chlorinated pyrkline mixture wilh active ingredients cons-Sting of 2,3.5,6- For use as preservalive only. 
lelrachloro-4-(melhytsulfonyl) pyridine, 2,3,S,6•Ielrachloro-4• 
(melhylsulfinyl) pyridine and pentachloropyridina. 

Chlorinated rubber pOlymer (na,ural rubber polymer conlaining approxi-
mately 67 percent ctllorine). 

1-(3-Chloroallyl)-3.5,7-lriaza-1-azoriisadamantane ctlloride ....................... For use as preservative only. 
Clllorobenzene. 
4-Chloro-3,S·dimethytpnenol (p-ehloro•m•x)lfenol) ........•.........•... For use as preservative Ol"lly. 
4•Chloro•3•melhytphenol ............................................................................ . Do. 

§175.105 

5-Chloro-2-melhyl-4•iso4hNlzolin-3-one (CAS Reg. No. 26172-55-4) and F0t u:se only as an an.timicmbial agent in polymer 
2-methyl-4-isothiazolin-3-one (CA.8 Reg. No. 2682-20-4) mixture al a 1a,ex emulsions. 
,atio ol 3 parts 10 1 part, manulaclured from methyt•3· 
mercaptopropionale ICAS Rag. No. 2935-90-2). The mi•ture may 
contain magnestum nilrale (CAS Reg. No. 10377--60-3) at a con• 
centrabon equivalent to the lsothiazolone active ingredients (weighV 
weight). 

Chloroform. 
Chloroprane. 
Chromium caseina,e. 
Chromium nilrale, 
C?'lromium potassium suHate. 
CoballOU$ acetate. 
Coconul falty acid amine salt or leltachlo,ophenol 
Copal. 

For use .as pres.rvaIWe only. 

Copper 8-quinolinolate ........................ ....................... ............................... Fo, uff as prese,vaIive only. 
Coumarone-indene resin. 
Cresyt diphenyt phosphate. 
Cumene hydroperoxide. 
Cyanoguanidline. 
Cyclizad rubber as idantiliad in§ 176.170(b)(2) ol lhis chapter. 
Cyelohexane. 
1,4-Cyclohe,canedimelhanoldibenzoale (CAS Rag. No. 35541-81-2). 
Cyclohexanol. 
Cyclohe,canone resJn. 
Cyclohe,canone-lormafdehyde condensate. 
N-Cyclohe1eyl p-toluene sultonamidla. 
(~•·Cyclopentadienyl)-(~l.lsopropylbenzene)iron(II) hexalluorophosphale For use only as a photoinlliator. 

(CAS Reg. No. 32760-80-8). 
Damar. 
Dafoaming agents as described in§ 176.210 ol this ehap4er. 
0.hydroacelic acid ..................................................................................... . 
Oiacetone alcohol. 
Oiacetyt pero,ctde. 
N.N'•Dialkoyl-4.4'-diam•nociphenylmethane mixtures where: the alkoyl 

groups are derived from marine latty acids (C1:·C:◄). 
2,S-Di•lert-amylhydroquinone. 
Diamines derived horn dimerized vegela.ble Oil acids. 
Diaryf·p-phenylenediamine, where \he aryf group may be phenyl, 1olyt, or 

xyfyt. 
1,2-0ibromo-2,4-<lieyanobutane (CAS Registry No. 3569-65-7) ............ For use as a p,es....,ative only. 
2,2•Dibromo-J•nitrilopropionamide (CAS Reg. No. 10222-01-2). ............. For use as a preservative only. 
Di(bulo<yathyl) phlhalale. 
2,S·Di•IBrl-bulylhydroquinone. 
Oibulyl maleale. 
2,6-0i-lert-bulyl•4•melhylphenol ............ ..................................................... For use as p,eservalive only. 
Di(C,. c .. alkyl)edipate. 
Dibulyl phthalate. 
Dibutyl sebacale. 
Oibutyltin dilaurate lor use onty as a calatysl for potytJ,ethana '-sir\$. 
1 ,2•0ichloroethytene (mi<ed isomers). 
Oicumyl peroxide. 
Dicyclohe,cyt phthatate. 
Oialhanolamine. 
Oielhanolamine condensed wilh animator vege1able tatty &Cicls. 
Oielhylamine. 
Dielhylene glycol. 
Diethylene glycol adipic acid copolymer, 
Diethylene glycol dibenzoate, 
Diethytene gIycoI hydrogenated Ia11owaIe monoes1er. 
Oielhytene glycol taurale. 
Diethytene glycol monobulyl elhe,. 
Dielhytene glycol monobulyl ether acetate. 
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§ 175.105 

Substances 

Diethylene glycol monoelhyl elhe•. 
Dielhylene glycol monoelhyl elher acetale. 
Dielhylono glycol monomelhyl ether. 
Diethylene glycol monootea1e. 
Dielhylene glycol monophenyl ether. 
Diethylene glycol copolymer ol adipic acid and phthalic anhydride, 
Di(2•ethythe•yl) adipale. 
Di(2-ethylhe•yl)hexahyd,ophlhalale. 
Di(2-ethylhe,yl)phthalate. 
Diethyl oxalale. 
Diethyl phlhalate. 
Oihe•yl phlhalate. 
Dihydroa~ie1yIpn1naIa1e. 
Di(2•hydroxy-5-J"'1-bulylphenyl) sullide. 
2,2'•Dihydroxy-s,s•-dichlorocliphenylmethane (dichlorophene). 
4,5-Dihydroxy-2 -imidazolid~none. 

21 CFR Ch. I (4-1-1 I Edition) 

Limitalions 

4•(0iiodomethylsulfonyl) toluene CA Registry No.: 20016-09--0t For use as an antilungal preservalive only. 
Oiisobutyl adipate. 
Otisobutyl ketone. 
Diisobutylphenoxye1ho)CyeChyl dimethyl benzyl ammonium chloride. 
Oiisobulyl phlhalate. 
Oiisodecyl adipate. 
C);isod~I phthalale. 
Diisooclyl phlholate. 
Diisopropylbenzene hydroperoxide. 
N,N-Oimethylcydohexylamine dibutyldilhiocarbamate. 
C);melhyl lormamide. 
Dimethyl he•ynol. 
2.2-0imethyl~ 1,3•propanediol dibenzoa,e. 
Dimethyl octynediol. 
N~ 1, 1 ·dimelhyI·3•oxobulyl) ac,ylamide. 
Dimelhyl phlhalate. 
3,S•Dimethyl• 1,3,5,2H-tetrahydrolhiadiazine•2-lhione ..... ........................... For use as preservative only. 
Di·P·naphlhyl-p-phenylenediamine. 
4.6-Dinooyl-o-cresol. 
Oinonylphenol. 
o;-n«lyldecyl adipate. 
Oioclyldiphenylamine. 
Dioclylphlhalate. 
Dioclylsebacale. 
Dioxane. 
Dipentaerythrilol penlastearate. 
Dipenlamethylene-thiuram-letrasulfide. 
Dipenlene ................................................................................................ .. 
D.ipentene regin$. 
Dipenlene-bela-pinene-styr~ne resins. 
Dipenlene-styrene resin (CAS Registry No. 64536--06-7). 
Diphenyl-2-ethylhexyl phosphate. 
Diphenyl, hydrogen oted. 
N,N•Diphenyl-p-phenylene<liamine. 
Oiphenyl phlhalate. 
1,3-0iphenyl-2-thlourea. 
Dipropylene glycol. 
Dipropylene glycol dibenzoate. 
Dipropytene glycol monornelhyl elher, 
Dipropylene glycol copolyme, ol adipic acid and phlhalic anhydride. 
Oisodium cyanOdithiOimidoearbona,e. 
Disodium 4-lsodecyl suUosuccinale (CAS Reg. No. 37294-49-8). 
N.H-Oislearoytethytenadiamine. 
Distearyl thiodipropiona1e. 
3,S•Di-tert-butyl-4-hydroxyhydrocinnamic acid lriesler will, 1.3.5-tris(2-hy- For use as antioxidant 04'lly. 

droxyelhyl)·S-lriazine-2.4.6(1H. 3H. 5H)-trione. 
4.4'·0ilhiodimorpholine. 
n-Oodeeylmercaptan. 
le/1-0odecylmorcaplan. 
Oodecylphenoxybenzene•disullonic acid and/or its calcium, magneskAm, 

and sodium salls. 
Elemi gum. 
Epichlorohydrin•4 ,4 '•isopropylidenediphenol resin. 
Epichlorohydrin•4.4"•sec-bulylidenediphenol resin. 
Epichlorohydrin•4,4'•isopropyticlene•di•o♦cresol resin. 
Epichlorohydrin•phenollormak:lehyde resin. 
Erucamide (erucylamide). 
Ethanolamine. 
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Sub$1ancas 

Elhoxylaled primary linear alCOllOls ol greater tnan 10 percent ethylene 
o,ide by weight having molecular weights ol 390 10 7.000 (CAS Reg. 
No. 97953-22-5). 

Elho"YJ>ropanol butyl elher. 
Elhyl alcohol (ethanol). 
S·Elhyl-1,3-diglycldyl-5-methylllydantoin (CAS Reg. No. 15336-82-0). 
Ethylene-acrylic acid-carbon monoxide copolymer (CA$ Reg. No. 

977S6-27-9). 
Elhylene-acrylic acid copolyme,. partial sodium sall containing no more 

than 20 percent acrylic acid by weight. and no more than 16 percent 
ol the acrylic acid as the sodium sall (CAS Reg. No. 25750-82-7). 

ElhylenBdiamine. 
Ethylenedieminetetra-aeetic acid, calcium. ferri<:, S)OtHSium, or sodivm 

salts, Single or mixed. 
Elhylene dichloride. 
Elhylene glycol. 
Elhylene glycol monobutyt elher. 
Ethylene glycol monobutyt elher aceIa1e. 
Elhylene glycol monoelhyt ether. 
Ethylene glycol monoethyt ether acetate. 
Ethylene glycol monoelhyt ether ricinoleete. 
Ethylene glycol monomethyl ether. 
Elhylene glycol monopl1enyl elher. 
Elhylene-camon mono•ide copolymer (CAS Reg. No. 25052~2-4) eon­

laining not mote than 30 W4Jight percen1 or the vnils derived from car­
bon monoxide. 

Ethytene-male;c anhydride copolymer, ommonium or poIusium sail. 
Elhylene-melhactylic acid copolymer partial salts: Ammonium, catcium, 

magnesium, sodium, and'or zinc. 
Elhyktn&-melhacrylic acid-vinyl acalate copolymer partial salts: Ammo• 

nium, calcium. magnesium, sodium, and/or zinc. 
Ethylane-occene-1 copolymers containing nol less lhan 70 w8'ghl per-

cenl alhylane (CAS Reg. No. 26221- 73-a). 
Ethylene-propylene-dicyciopentadiene copolymer rubber. 
Ethylene. propylene. 1,4-hexadiene and 2.5-norbomadiene tetrapolymer. 
Elhylone-vinyl acelate car1lon monoxide terpolymer (CAS Regislry No. 

26337-35-9) conlaining nol more lhan 15 weigl,I percent of unils de· 
rived h·om carbon monoxide. 

2.2'-Elhylidenebis (4,6-0i·l•Jt-bulylphenol) (CAS Reg. No. 35958-30-6). 

§ 175.105 

Limttations 

Elhyl-p-hydroxybenzoate ............................................................................. For use u preservalive only. 
Ethyl hydroxyethylc.llulose. 
Elhyl lactate. 
2,2'·Ethytidenebis(4,6•0i•l"'1-Dulylphenyl)fluorophosphonile (CAS Reg. For use as on antio•iclonl and/or slobilize• only. 

No. tl8337-o9--0). 
Ethyl phlholyl elhyl glycolale. 
Elhyl•p-loluene suttonamide. .. .............. .. 
Fat$ and Oils derived trom animal or vegetable SOUl'Cti$, and lhe hydto• 

genaled. sullaIea. or suIfonaIea forms ol such lals and oils. 
Falty acids derived from animal or vegetable fals alld oils: and salls of 

$UC:h acids, single or mixed, as follows: 
Aluminum. 
Ammonium. 
Calcium. 
Magnesium. 
Potasstum. 
Sodium. 
Zinc. 

Ferric chlolide. 
Fluosilicic acid (hydrofluosil.Cte acid) .............. ............................................ For use only as bonding agent for aturninum loil, sla-

Formaldehyde. 
Formaldehyde o♦ and p-totuene sulfonamide. 
Formamkte. 
Fumaratochromium (Ill) nifrale. 
Furtural. 
Fu~uryl alcohol. 
Fumaric acid. 
gamma,Anunopropyllrimelho•ysilane (CA$ Reg. No. 13822- 56-5). 
Glularaldehyde. 
Gtycerides, di~ and monoesters. 

bilizer. or preservsliva. TOied fluoride lrorn ell 
sources no1 to e,ce.a 1 percenl by weigr,I ol Ina 
linishedl adhesive. 

Glyce,ol polyoxypropylene lriol, minimum average molecular weight 250 For use only in the preparation or poSyester and poly· 
(CAS Reg. No. 25791- 96-2). urethane resins in adhesives. 

161 



§ 175.105 

Substances 

Glyceryl borote (glycol boriborate resin). 
Glycefyl esler of dama,, eopal, elemi, and sandarac. 
Glyceryl monobutyl ricinoleata. 
Glyceryl monohydroxy s1earale. 
Glyceryl monohydroxy tallowate. 
Glyceryl polyo,i:ypropylene triol (average molecular weigh1 1,000}. 
Glyceryl tribenzoate. 
Glycol diacetate. 
Glyo•al. 
Heptane. 
Hexamelhylenetetramine. 
He,cane. 
He><anelriols. 
Hel<)'lene glycol. 
Hydroabietyl alcohol. 
Hydroc:•rbon resins (produced by polymerization ot mixtures oC monD­

and di-unsaturated hydrocarbons of the aliphatic. alk;yclic. and 
monobenzenoid type derived both rrom cracked pelrcleum and ter­
pene stock$) (CAS Reg. No. 68239-99-6). 

Hydrocamon resins (produoed by the polymerizalion ol styrene and 
alpha-methyl styrene). hydrogenated (CJI\S Reg. No. 68441-37-2). 

HydrofluOric acid .................. ................................. .............................. ....... . 

Hydrogen pero•ide. 
Hydrogenoted dipentene resin (CAS Reg. No. 10616&-39-2). 
Hydrogenated dipentone•styrene copolymer resin (CAS Reg. No. 

106168-36-9). 
Hydrogena1ed•bela--p•nene•alpha-pinene-dipentene copolymer resin 

(CAS Rag. No. 106168-37--0f. 
••Hydro-omega-hydroxypoly•(o•ytetramelhylene) 

l-lydroqoinone. 
Hydiroquinone monobanzyl elher. 
Hydroquinone monoelhyl elher. 
2(2"•Hydroxy-3',5' di-/e,t-,,mylphenyl) benzolriazole. 
Hydro)(yacelic acid. 
7-Hydroxycoumarin. 
Hydroxyethylcellulose. 
2-Hydroxy• t -(4-(2-liydroxyelh0ky)phonyt)•2•mothyl· 1 •proponone(CAS 

Rog. No. 106797-53-9). 
H2•Hydroxyethyl)+[4-dilorobutyl)·2 alkyl (C,-C.,J imidazolinium chlo• 

ride. 
Hydroxyothyldietllylenetriam<ne. 
j!-Hydroxyethyl pyridinium 2·mercaptobenzolhiazol. 
Hydroxyethyt starch. 
HydrOkyethytu,ea ............................................................................ . 
Hydroxylamine sulrate. 
S.Hydrokfmetho,ymelhyl• 1 ·azo-3, 7-dio,abicyclo)3.3.0)octane. S· 

hydro,ymethyl- t-aza-3, 7-cfioxabicyclo(3.3.0)oclane, and S.hydro•ypoly­
lmethyteneoxyt,,ethyt-1-aza-3.7-dio,abicyclot3.3.0l octane mi,ture. 

Hydro•ypropyl melhytcellulose. 
2·(Hydro,ymethy1)·2•methyl-1,3·proponediol tribenzoate. 
2•1midazolidinone. 
3-lodo-2-propynyl•N•butyl carbamate (CJI\S Reg. No. 55406-53-S) 
lodoform .......................................•..•........•.•...........•....... , .. ,, .•.•..... , .......••.... . 
lsoascorbic acid. 
lsol>ulyt alcohol (isobutanol). 
lsobulyJene-isoprene copolymer. 
lsodecyJ benzoate (CAS Reg. No. 131298-44- 7). 
lsophorona. 
fsopropanolamine (mono•. di•, ll'i•). 
lsopropyl acetale. 
lsopropyt alcohol (isoproponol). 
lsopropyl-m• and p-<:resol (thymol derived). 
4.4' •ISOPropylidenediphenol. 
4.4' •l$0propylidenediphenol, polybutylated mixture 
lsopropyl peroxydicorbonate. 
p-lsopropo,y diphenylamine. 
4.4' -lsopropylidene-bis(p-phenyteneo,y)•di·2•propanol. 
Uacc:w,ic acid. 
Japan wax. 
Ker0$ene, 
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Limila,liOI\$ 

For use only as bonding agent lor aluminum 1011. Sta· 
bilizer, or p,eservative. Total fluoride from all 
sources not lo e>eceed 1 percenl by weight ol lhe 
finished adheSIYe. 

For vse only in Iha preparation ol polyu,e1hane res• 
ii\$. 

For use only as a pholOtnitiator at a level not ,o e1<• 
ceed 5 percent by weight of lhe adhesive. 

For use only as an aniibacterial preservalive. 

For use only as an ant.fungal p,esel"Valive. 
For use only as polymerization-control agent. 

For use as preservative only. 
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Substances Limitations 

Lauroyt peroxide. 
Lauroyt sulfale salts: 

AmmonitJm. 
Magnesium. 
Po4assium. 
Sodium. 

Laury! alCOhOI. 
Lauryl pyridinium S-chloro-2-mercaplobenzothiezole. 
Ugnin calcium sutronete. 
Lignin $Odium suitor.ale. 
Linoleamide (linoleic acid arTMde). 
Magnesium nuoride ..................................................................................... For use only as bonding agent for a,lumin.um fOil, Sta• 

Magnesium glycerophospt>ote. 
Maleic acid. 
Malaic anhydride•diisObutylene copolymer, arnmon,um or sodium salt 
Manganese aeetate. 
Marine oil rany acid soaps. hydrogenaled. 
Melamine. 
Melamine·foonaldehyde copelymer. 
2-Men:aplobenzolhiazole. 

bili2er. or prese:rvative. Total Huoride from all 
sources not 10 e:iceeed 1 percent by weight of the 
linished adhesives. 

2•Mercaplobenzolhtazo'8 and dimethyl dithiocart>an,ic acid mixture, so- i=o, use ss p1eservative only. 
diurn salt. 

2·MercapIoben20I114az01e. sOdium or zinc sail ..................... ..... For use as preser"Va1Ne only. 
Methacrylate·ch,omic chloride complex, ethyl or methyl ester. 
p-Menthane hydroperoxide. 
Methyl acelale. 
Methyl aoecyl rieinotea1e. 
Melhyl alcohol (melhanol). 
Melhylcellulose. 
Methylene chloride. 
4.4'•Melhylenebis(2.6-di·let1-bulylphenol). 
2,2•Melhylenebls (4·elhyl•6·18fl-bulylphenol). 
2,2-Melhylenebis (4-methyl-6-nonylphenol). 
2,2-Melhylenebis (4-methyl-6-len,l)ulylphenol). 
Methyl ethyl ketone. 
Methyl ethyl ketone-formaldehyde condensate. 
2-Methylhexane. 
l •MethyI•2·hydroxy•4•isopropyl benzene. 
Melhyl isobulyl ketone. 
Melhyl Oleate. 
Methyl olaate-palmila1e mixture. 
Methyl phlhalyl ethyl glycolale. 
Melhyl ricinoleale. 
Melhyl salicytate. 
a-MeIhy1$Iy,en•vtnyUoluene copolymer resins (molar raltO 1 a 

meIhyls1yrene 10 J vinylloluene). 
Methyl lallowale. 
Mineral oil. 
Monochloracelic acid. 
Monooclyldiphenylamine. 
Montan wax. 
MorphOline. 
Myristic acid-chromic chloride comple:.:. 
Myrislyl alcohol. 
Naphtha. 
Naphlhalene. monosulfonei,ed. 
Naphthalene sulfonie aeid-formaldehyde condensale. sodit.,m salt 
a -Naphtl'l.ylamlne. 
a.a·.a·.a- ·Neopentane letraylletrakis lomega-hydroxypOly 

(oxypropylene) (t-2 moles)), averege molecular weight 400. 
Nitric acid. 
µ-Nilrobiphenyl. 
Nilrote:Hulose. 
2-Nitropropane. 
a•(p-Nonylphenyt)-omeg.a-hydroxypoly (oxyelhylene) mixture ol dihydro­

gen phosphate and monohydrogen phosphate G$1$1'$; 1he nonyl group 
is a propylene lrimer isomer end u-. poly (011yeInyIene) contenI aver­
ages 6-9 moles or 50 moles. 

c,(p-Nonylphenyt)-omega-hydroxypoly (oxyelhylene) produced by lhe 
condensalion of 1 mofe ol p-nonytphenol (nor,yl group is a propylene 
lrimer isome,) with an average ol 1-40 moles of ethylene oxide. 
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Substances 

o•(.o-Nonylphenyt>-cmeg•-hydroxypoly (o•ye1hy1ene) sulfate. ammonium 
salt lhe nonyl group is a propylene trimer isomer and the poly (oxy• 
ethylene) content averages 9 or 30 moles. 

endo~is•S•Norbomene-2.3·dicarboxylic anhydride. 
u-eis-9-Oetadec.nyl-omepa-hydroxypoly (O<yelhylene); lhe oe1adeeenyt 

group is derived lrom 0Ieyt alcohol and lhe poly (oxyethylene) contenl 
averages 20 moles. 

Octadecyl 3,5-di-rerl-butyl•4•hydroxyhydroeinnama1e. 
Octyt alcohol. 
Octyldecyl phlhala1e. 
Octylphonol. 
Octylpheno,yerhanols. 
Octytpheno,ypollyolho<y-polypropo•ye1hanol ( 13 moles ol ethylene o•ide 

and prapylene oxide>. 
Odorless ~ight pe1roreum hydrocarbons. 
Oleamide (oleic acid amide). 
Oleic acid, sullateo. 
2,2'•Oxamidobi$le1hyl 3-(3,5-di-ren-butyl-4-hydroxyphenyt)prapionaieJ 

jCAS Reg. No. 70331-94-1). 
Oxazoline. 
ll·(oxiranylme1hyI)·0r(owiranylmethowy)polylowyjme1hy1· 1.2·elhanediyl)). 

jal1ema1ive name; epichlorohydrin·polyprapytene glycol) (CAS Reg. 
No. 26142-3!kl). 

21 CFR Ch. I (4-1-11 Edition) 

Limitations 

For use as a reactanl in the preparation ol epoxy• 
based resins. 

2,2' -(oxybis((rnethyl-2, t -ethanediyl)-o>eymelhylene)]bisoxirane, {altemalive For use es a reactant in the preparatiOfl ot epoxy-
name; ep,chlorohydrin·dipropylene glycol) (CAS Reg. No. 41638-13- based resins. 
5). 

11-0xydiethytene-benzothtazo'e. 
Palmitamide (palmilic acid amide). 
ParaUin (C 1:-•C.:11) sullonata. 
Paraformaldehyde. 
Pentechloropheool. 
Pentaerythrilol aster or malaic anhyd,ide. 
Pentaerythrilol monostearate ..................................... .,................... .. ......... For use as preseNative only. 
Pentaerylhritol le1rabenzoate (CAS Registry No. 419&-66-5). 
Pentaerythrilol tetraslearale. 
2,4-Pe,nianedione. 
Pentosodium diethy1ene1riaminepenIaace1ate (CAS Reg, No. 140--01-2). 
Pe,chloroethy1ane. 
Petrolatum. 
Petroleum hydrocarbon resin (cydopenladiene type), hydrogenated. 
Petroleum hydrocafbon resin (produced by lhe catalytic potymerizalion 

and subsequeflt hydrogenatioo o• styrene, vinyl1oluene, and indene 
types from distillates of cracked petroleum stocks). 

Pe1,oteum hyd,ocarbOn ,esins (produced by lhe "'omo•and copolymeriza­
lion of dienes and ole11ns ol the atiphatic, alicyciic, and 
monobenzenoid arylalkene types from dis~••••• ot cracked petroleum 
$l0Ck$). 

Phenol ......................................................................................................... For LJse as prese<valtve only. 
Phenol·coumarone·indene resin. 
Phenolic resins as described in § 175.300(bl(3)(vi). 
Phenolhiaz•ne .............................................................................................. For LJse only as polymerization·control agenl. 
Pnenyl-~-naphthylamine (free ol p-naphlhy1amine}. 
<>Phenytphenol .... .. .................................................... . 
o-Phthalic acid. 
Pimaric acid ............ . 
Pine Oil. 
Piperazine. 
Piperid,nium pentamethylenedilhiocarbamale. 
Poly(acrylamide-(2-acrylamide-2-melhy1propylsulfonateJ•dime1hylidiallyl 

ammoni~m chloride) sodium sail (CAS Reg. No. 72275-68•4). 
Polyamides de,ived from reaction m one or more m the IDalowing acids 

wi1h one or mo,e ol the lollowing amines: 
Acids: 

Amines: 

Azelaic acid. 
Oimerized vegetable oil acids. 

BIS(he,camelhylene) lriamine aod higher hornologues. 
Oielhylenetria.mine. 
Oiphenytamin&. 
Ethylenediamine. 
Hexamethylenediamine. 
Poly(oxypropylene)diamine (waighl average molecutar 

weight 20101 (CAS Reg. No. 9046-10--0). 
Poly(oxypropylene)diamine (weighI average moteeutar 

weight 440) iCAS Reg. No. 9046-10--0). 
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Subslances 

Tetrae1hylenepentamine. 
T riethyleneletramine. 

Polybutene, hydrogenated. 
Polybutylene glycol (molecular weight 1,000). 
F"oly (2(diethylamino) ethyl methacrylate] ph0$phate. 
Polyesler ol adipic acid. phthalic acid. and propylene glycol. temainated 

with b\ltyt alcOhot 
Polyes1a, of djgtycolic acid and p,opyi&l\e glycol con1c1ining ethylene gly­

col monobutyl ether as a chain stopper. 
Polyester re$ill$ (including alkyd lype), as the basic polymer, lormed as 

esters when 01\9 Ot more ol the 1olklwing acid$ are made to react wilh 
one or more of the following alcohols: 

Acids: 
Azelaic acid. 
Dimethyl 1,4•cycl0hexanedicarboxylate (CAS Reg. No. 

94--t;O--O). 
Oimethyt-5-sulloisophlhalic acid (CAS Rog. No. 

50976-82-1) and/or ils sodium sail (CAS Reg. No. 
3965-55-7). 

Potybasic a"d monobasic acids identiHed in 
§ t 75.300(b)(3)(vii)(a) and (b). 

5-sulto-1.3-t>enzenedicart>o:icylic acid. monos.odium san 
(CAS Reg. No. 6362-79-4). 

Tetrahydroph1halic acid. 
Alcohols: 

1,4-Cyclohexaneclimelhonol. 
2,2•Dimethyl• 1,J.propanadiol. 
1,6•Hexanediol (CAS Reg. No. 629-11-8). 
Polyhydric and monohydric alcohols identified •n 

§ 175.31JO(b)(3)(vii)(c) and (d). 

§ 175.105 

Umi1ations 

F'olyathyleneadipate modilied with ethanolamine with the molar ralio ol For use only in lhe preparation or palyurelhan resins. 
the amine to the aclipic acid less than 0.110 t. 

Polyethylene glycol (molecular we;ghl 200--t;,OOO). 
Polyethylane gtyeol mono-isOlrideeyl eIhar suI1a1e, sodium sail (CAS 

Reg. No. t 50413-26--t;J. 
Polyethylenegtyeol all<yl(C,.·C -,) ether sullosuccinate, clisodium salt 

(CAS Reg. No. 68954-91-6). 
Polyethylene, o•idized. 
Polyethylene ,a.sins, cal'boxyl modilied, klentiUed in § 177. 1600 of this 

chapter. 
Polyethylenimine. 
F'olyethylenimine•epk:hlorohydrin resins. 
F"oly(ethyloxazoline) (CAS Reg. No. 25805•17•8). 
Polyisoprene. 
Polymeric esters of polyhydric alcohols and polycarboxylic aceds pte­

pared lrom glycerin and phlhalic anhydride and modUied with benzoic 
acid. caslor oil, ooconul oil, i.nseed oif, rosin, soybeen oil, styrene. and 
vinyl 1oluene. 

Polymers: Homopolymel'S and copolymers or the lollQwing mon0tners:. 
Acrylamide. 
Acrylic acid, 
Acrylonitrile. 
Allylmethacrylate (CAS Reg. No. 00096--05-09). 
Butadiene. 
Butene. 
N•lett-Butylacrylamide. 
Butyl acrylate. 
t ,3•Bulylene glycol dimethactyla1e. 
Butyl me1hacrylate. 
Crotonic acid. 
Oecyl acrylote. 
Oialtyt lumarate. 
Diallyl maIea1e. 
Diallyl phlhalate. 
Oibutyl rumarate. 
Oibutyt itaconale. 
Oibutyt maleate. 
Oi(2·elhylhexyl) maleate. 
Dimethyl•o•mechytstyrane. 
Oioctyl lumarate. 
Oioctyt maleate. 
Oivioylbenzene. 
Elhyl ac,ytale. 
Elhylene. 
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Sub$tance$ Limita1t0ns 

Echytene cyanOhydrin. 
2-Ethylnoxyt acrytale. 
Elhyt melhocrylole. 
Falty acids, c,~"•branched, vinyl esters (CAS Reg. No. 184785-

38-4). 
Fumaric acid an(llor its methyl, ethyl. propyl. butyl. amyl hexyl, 

heplyl and octyl osiers. 
Glycidyl methacrytate. 
t-Hexene iCAS Reg. No. 592-4 t--6). 
2-Hydroxyethyl ac,ylate. 
2-Hydroxyethyl mothacrytate. 
2-Hydroxypropyl rnethocrylate. 
lsobulyl acrylalo. 
lsobutylene. 
uacon.ic acid. 
Maleic acid, diesler with 2•hydroxyethanesullonic acid, sodium salt. 
Maleic anhydride. 
Methacrylic acid. 
Methyl acrylate. 
N.N-Methylenebisacrytamide. 
Methyl rnethocrytate. 
N-Ml!thylolacrylamide. 
Methyl styrene. 
•Melhyl styreno. 
Monoethyl maleete. 
Monomelhyl maleale. 
Mono (2-ethylhexyl) maleate. 
S·Nol'bomene-2 3-diearboxylic acid. mon,o-n-t,utyt eslef. 
1·0<:lene (CAS Reg. No. 111-&H)J. 
P10py1 acrylate. 
Propylene. 
Styrene. 
Triallyl cyanu,ate. 
Vinyl aceia,e. 
Vinyl alcohol (from alcohotys.S or hydrolysis of vinyl acetate units). 
Vinyl butyrale. 
Vtnyl cl\loride. 
Vinyl crotonate. 
Vinyl ethyl ether. 
Vinyl hexoate. 
Vtnylidene chlomle. 
Vinyl methyl other. 
Vtnyl pelargonale. 
Vinyl propionate. 
Vinyl pyrrolidooe. 
Vinyl stearate. 

Polyoxyalkytated-phenolic resin (phenol.C resin oblained lrom lormalde-­
hyde plus butyl~ and/or amylphenols. oxyalkytaled with ethylene oxide 
and/or propylene oxide). 

Poly(oxycaproyt) diols and lriols (minimum molecular weighl 500). 
Polyoxyelhylaled (40 moles) fallow alcohol sullata, sodium salt. 
Polyoxyethytene (20 mol)- anhydrous lanolin adduct. 
Polyoxyelhytene (molecular weight 200) dibenzoato. 
Polyoxyelhylen• (molecular weight 200-6001 osiers or ratty acids derived 

lrom animal or vegetable lals and oils (indudin9 tall oil). 
Polyoxyelhylene (15 moles) ester ol rosin. 
Polyoxyethyteno (4- 5 moles) elhar ol phenol. 
Polyoxyelhylene (25 moles)-glyeerol adduct. 
Polyoxyelhyleno (40 mole,) sturate. 
Polyoxyethylene l!>-15 moles) lridocyl alcOhol. 
Polyoxypropylene (3 moles) lridecyl alcohol sullate. 
Polyo"}1)ropylene (20 moles) butyl ether. 
Polyoxypropylene (40 moles) butyl ether. 
Polyoxypropylene (20 moles) oleate butyl ether. 
Polyoxypr09ylene-polyoxye1hylene eondensoto (minimum molecular 

weight 1,900). 
Po1yp10py1ene glycol (minimum molecular weight 150). 
Polypt0py1ene glycol (3-4 moles) triether with 2•ethy1•2·(hydroxyrnelhyl)· 

1,3-propane-dlol, average rnotecular weigh, 730. 
Polypropylene glycol dibenzoate (CAS Reg. No. 72245-4~) For use as a plasticizer at levels not to exceed 20 

Polypropylene. noncrystaNine. 
Pofysilo:11anes: 

Diethyl polysilOKane. 

percent by weighl ol the linlshed adhesive. 
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Oihydrogen polysiloxan&. 
Dimethyl potysilo)(ane. 
Oiphenyl polysiloxane. 

Substances 

Elhyt hydrogen po!ysiloxone. 
Elhyl phenyt polysiloxane. 
Melhyt olhyl polysiloxane. 
Melhyl hydrogen polysiloxane. 
Me1hyl phenyt polysiloxane. 
Phenyl hydrogen polysiloxane. 

Polysorba1e 60. 
Polysorbale 80. 
Polysorbate 20 (polyo")'ell!ylene (20) sorbi1an monotaurale), 
Polysorbate 40 (polyo")'ethytono (20) sorbitan monopalmi1"to). 
Polyts1yrene-co-disodium maleate-co-<x-(p-nonyl-phenyt)-omega~p-vinyl-

benzyl)poly(oxye1hytene)I terpolymer. 
Poly\retralluoroolll)llene. 
Potyurelhane ,eStns produced by; (1) reacting diisocyanales with OM or 

more ol the polyols or pofyes1ers named in lhis paragraph, or (2) ra­
acling the chlorolormate derivatives ol one or more of the polyols or 
polyesters named in this paragraph with one or more ol the 
polyamines named in this paragraph, or (3) reacting toluene 
diisocyanato or 4,4· melhylenebis(cyclohexylisocyanalo) (CAS Rog. 
No. 5124--J0-1) with: Ii) one or more ol Iha polyols or polyes1ers 
named in this paragraph and with Stthar N-methyldiethanolamine (CAS 
Rog. No. 105-59-9) and dimelhyt sulfa\e (CAS Reg. No. 77- 78-1) or 
dimelh)'lolpropionic acid (CAS Reg. No. 4767--03-7) and lrie1hylamine 
(CAS Rog. No. 121-44-8), or (ii) a fumaric acid-modified poly• 
propylene glycol or tumaric acid•modilied lripropytene glycol), 
1rialhy1amine (CAS Reg. No. 107-15--J), and elhylenediamine (CAS 
Rog. No. 121-44-8), or (4) reading msta-tetramelhy1xytene 
diisocyanate (CAS Rog. No. 2778-42-9) with one or more of tho 
polyols and POIY$$te,$ lis1ect in lhis peragraph and with 
dimelhytolpropionic acid (CAS Rog. No. 4767-00-7) and trielhytamine 
(CAS Rog. No. 121-44-8), N-melhyldielhanolamine (CAS Reg. No. 
10S-59-9). 2-dimolhylaminoelhanol (CAS Reg. No. 106--01--0), 2-
dimethytamino-2-melhyt-1-j>ropanol (CAS Reg. No. 7005--47-2). 
andlor 2-amino--2--melhyl-1-j>ropanol (CAS Rog. No. 124-6&-5). 

Polyviinyl alcohol modilied so as to conlain not more than 3 weight per• 
cenl of comonome, units derived lrom 1-alkenes having 12 to 20 car• 
bon aloms. 

Polyvinyl bu\yral. 
Polyvinyl formal. 
Pocassium ferricyanide ............................................................................... . 
Po1assiun, N-melhyldithiocarbernste. 
POlassium pantachlorophenate 
P04assium perman9111nele. 
Polassium petsuUate. 
POlassium phosphates (mono-, di-, lribasic). 
POlassium lripolyphospha1e. 
a, o·, a"-1,2,3-Propanalriyllris (omega-(2,3-epoxypropoxy) poly 

(oxypropy1ene) (24 moles)). 
P·Propiolac\one. 
Propyt alcohol (propanol). 
Propyktne carbon.ale. 
Propyfer,e glycol and p-p'-isopropylidenediphenol dielher. 
Propytene glycol dibenzoale (CAS Reg. No. 19224--26-1) ..................... .. 

Propyfen,, glycol esters of coconut fatly acids. 
Propylene glycol monolaurate. 
PropyteRe glycol monomelhyl elher. 
Propylene glycol monostearato. 
"· u·, u"•IPropytidynelris (methylene)) 1ris (omega-hydroxypoly 

(o)(yp,opylena) (1.5 moles minimum)), minimum mol&C\llar weight 400. 
Ouatemary ammonium chloride (hexad.eyt, oetackleyt derivaIive) ........... . 
Rosin (wood, gum, and tall oil rosin), rosin dimers, decarbo)Cylated rosin 

(including rosin oil, dispropoltionaled rosin, and these subslances as 
modified by one or more of lhe following reactanls:. 

Alkyt IC,-C.J phenollormaldehyde, 
Ammonia. 
Ammonium caseinale-p-Cyclohexylphenollormaldehyde. 
Oielhylene glycol. 
Oipen1"e,ythritol, 
Elhylono glycol. 
Formalclehydo. 
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Limilatk>ns 

Fo, use only as polymerizalion·control agent 

Fos use as prese,vative onty. 

For use as a plasltcizer at levels not to exceed 20 
peroent by weight ol the linished adhesive. 

Fof use as preservative only. 
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Substances 

Fumarie acid. 
Glycerin. 
Hydrogen. 
lsophlhalic acid. 
4,4·.1sopropylidened;phenol•ep;chlorohydrin (epoxy). 
4.4',lsopropylidenediphenol•fO<maldehyde. 
Maleic anhydride. 
Methyl alcohol. 
Pentaerythritol. 
Phthalic anhydride. 
Polyethylene glycol. 
Phenol-formaldehyde. 
Phenyl µ-cresol•formaldehyda. 
p-Phenytphenol•lormaldehyda. 
Sui.uric acid. 
Trielhylene glycol. 
Xytenol-fonnaldehyde. 

Rosin salt$ {salts of wood. gum, and tall oil rosin, and the d;me,s lhere-
ot decarbO,:ylatecJ r0$in disproportionaled rosin, hydrogenated rosin): 

Aluminum. 
Ammonium. 
Cak:ium. 
Magn8$ium. 
Potassium. 
Sodium. 
Zinc. 

Rosin, gasoline-insolubfe lraction. 
Rubber hyd,ochloride polymer. 
Rubber letex, natural. 
Salieylie acid ............................................................................................... . 
Sandarac. 
Sebacic acid. 
Shollac. 
Silicon dioxide as de~ned in § 172.480(a) of th;s chapter. 
Sodium alkyl (CrC1.•, a1iphatic• benezenesulfonate. 
SOdium aluminum pyrophOSphale. 
Sodium aluminum sulfate. 
Sodium bisulfale. 
Sodium calcium silicale. 
Sodium capryt polyphosphate. 
Sodium carboxymothylcellutose. 
Sodium chlorate. 
Sodium chlorite. 
Sodium chromale. 
Sodium docy1sullale. 
Sodium dehydroacetote ..........................••.............•......................•..........•.. 
Sodium di·(2·elhylhexoate). 
Sodium di•(2•elhylhexyl) pyrophosphote. 
Sodium dihaxylsulrosuccina1e. 
Sodium dissobulylphenoxydiethoxyethyl sulfonate. 
Sodium diisobutylphenoKymonoethoxyeth)i suHona1e. 
Sodium dilsopropyl• and trtlsopropytnaphlhalenesullonate. 
Sodium dimethyldithiocarbarnale. 
Sodium dioctylsutfosuccinale. 
Sodium n<lodocylpelyell>oxy 150 moles) sullate. 
Sodium ethylene e1har ol nonylphenol $ulrete. 
Sodium 2•ethylhexyl sulfate. 
Sodium fluoride .........•........•.........•..........••.......... 

Sod;um formaldehyde sullo.ytate. 
Sodium form.ale. 
Sodium hepladecyfsullale. 
Sodium hypochlOrite. 
Sodium iSododecytpheooxypelyelhoxy (40 molos) sulfate. 
Sodium N-tu.1royl S.-l'CO$ina1e. 
Sodium metabOtate. 
Sodium a-naphthalene sulfonate. 
Sodium nilrale. 
Sodium nilrile. 
Sodium oleoyJ isopropanolamide sulfosuccinale. 
Sodium pentachlOrophenate ...................................................................... . 
Sodium perborate. 
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Limitations 

For use as pseservati11e only. 

For use as preservative only. 

For use onty as bonding agenl lor aluminum roil, sta• 
bilizer. or preservaIive. Total fluoride ror aI1 sources 
not to exceed 1 percent by welghl of the linlshed 
adhesive. 

For use as prose.vative onty. 
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Sodium persullate. 
SOdium µ•phenytpt,ena1e 
SOdium polyac:rylale, 
SOdium polymelhacrytale, 
Sodium pot-.,styrana sulfonate. 

Substances 

SOdium sa1icy1a1e .............................................. . 
Sodium Soll of 1-hydroxy 2(1 H)-pyridine 1hi0ru, . 
Sodium telradecylsulfale. 
Sodium thiocyanate. 
Sodium bis-lOOeeylsultosllCCinate. 
Sodium xyleoe sulfonsle. 
Sorbitan monooleale. 
Sorbitan monoslearate. 
Soybean oil, epo>1idized. 
Spermaceb wax. 
Spenn o~ wax, 
Slannous 2•ethylhe,canoate 
S&annous stearate. 
Slarch hydrolysales, 
Slarch 01 starch modibed by one or mose ol the trealmenls described in 

§§ 172.892 and 178.3520 of lhis chap1er, 
Starch. reaclad with a urea-lormaldehyde resin. 
$larch, reacle<I wilh lonnalclehyde. 
S1earamiide (slearic acid amtde). 
Slearic acid. 
Stearie acid-ehromie chlOride comP'9x. 
Stea'}'l•cetyt alcohol, technical grade. approximalely 65 percent-SO per• 

cent stearyl and 2D percent-35 percent celyl. 
S1ronbum salicylale. 
Styr0fla1e<I pl>eool, 
Styrene block polymers wilh 1,3-buladiene. 
Styren•maleic anhydride copolymer, anvnonium o, po•assium salt. 
Styrene-maleic anhydride copolymer (partially melhyla1e<I) sodium salt 
Sty,ene-methacryk acid copolymer. potassium sall. 
Suct0se acetate isobutytate. 
Sucros.e ben.zoate. 
Sucrose oc1aacetale. 
2-sulfoelhyl melhacry1a1e (CAS Regis1ry No. 10595-eo-9) ......... 

a·Sullo-omega-(doclecyto,y)pofy (Oxyelhylane), ammonium salt 
Sul•onated oct.edecylene (sodium lorm). 
Sullosuceinic acid 4-esier wilh polyelhylene glycOI dodecyl eIher diso­

dium sa11 (aleohOI moie,y produced by condensaliOn of I mole or ,,. 
dO<locyl alcohol and an average of 5-8 moles of ethylene oxide, 
Chemical Abs1racls Se,vice Registry No. 039354--45-5), 

Sulfosuceinic acid 4-aier wilh polyalhylene glycol nonylphenyl afhar. di­
$0Cli1.1m $all (alcOhol moiety produced by condensation ot 1 mole of 
nony1ph0flol and an average of 9-10 mofes ol e1hyl0fle oxide) (CAS 
Reg, No. 9040-38-4). 

Sulfut. 
Synlhe•ic primary linear aliphatic alcohols whose weighC average molec-

ular weigh! is grealer lhan 400 (CAS Reg. No. 71750-71- 5). 
Synlhelic wax polymer as described in § 175. I 70(a)(S) of lhis chapter. 
Tall oil. 
Tall oil fatty acids. linoleic and oleic. 
Tall oil fatty acid methyl ester. 
Tall oil, melhyl ester. 
Tall oil pilcll. 
Tall oil soaps. 
Tallow alcohol (hydrogenated). 
Tallow amine, secondary (he•adecyl, oc1aclecyl), ol hard !allow. 
Tallow, blown (oxidi,ed). 
Tallow, propylene glycol osier. 
Terpene resins (a-and P-pinene) homopolymers, copolymers, and con• 

densetes with phenol, lonnaldehyde, coumarone, and/or indene. 
Terphenyl. 
Terphenyl, hydrogenaled. 
Terpineol. 
T etraelhylene pentamine. 
T&traethylthiuram disulfide. 
Tetrahydrofurall. 
Telrohydrofu~uryl alcohol. 
Tetra-isopropyt titanate. 
Teirakis(melhylene (3,5-di•IOtl-bulyl•4-hydroxy-hydro-Cinnama1e)J melh• 

ane. 
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§ 175.105 

Umilalions 

For use u preservative only. 

For use as preservative only. 
Do. 

For use only as a catalyst for polyurethane resins. 

For use at levels not to e,ccead 2 percenl bv weigl'll 
of the dry adhesive. 



§ 175.105 21 CFR Ch. I (4-1-11 Edition) 

Subslancas Limilations 

AIP-( 1, I ,3,3·T elramelhylbutyl) phenyl)-omega-hydroxypoly-(oxyethylene) 
produced by ltie condensation of I mole of p·(l, 1 ,3,3·Ietramethylbutyl) 
phenOI with an average of t-40 mOles of eIhylene oxide. 

A·lp-j 1, t ,3,3· T elramelhylbulyl) phenyl)•omega-hydroxy•poly(oxyethylene) 
mixIure of dihydrogen phosphale and monOhydrogen phosphate esIers 
and 1heit $Odium, potaSSium, and ammol'Uvm saI1s having a 
poly(oxyelhylene) content averaging 6-9 o, 40 moles. 

Tetramethyl decanediol. 
Tetramelhyl decynediol. 
Tetramethyl decynedKJI plus 1-30 moles or ethylene oxide. 
Tetramethylthiuram monosumde. 
Tetrasodium N1, 1.2-dicarboqelhyl)N-octadecytsultosuccinamale. 
4,4'-ThiOb.S-6-te.r1.tJutyl-m-cresol. 
Thio<lielhylene·bisl3.5-di-ren-butyl·4·hydroxyhydrocinnamaIe). 
2,2'-(2,S-Thioi)henediyl) bisl5-t"1-bulylbenzoxuole). 
Thiram. 
Thymol ........... .. ·-··· ······- ····- ·····- ······ - ···-· ................................... For use as preservative only. 
Titanium dN>xide. 
Titanium dMJxide-barium sulfale. 
Tilanium dioxide,.calcium sulfate. 
Titanium diOxide-magnesiurn silica.le. 
Toluene. 
Toluene 2.4-diisocyanate. 
Toluene 2.6-dtisocyanale. 
~ and p-Toluene ethyl sul1onamide. 
<> and p, Toluene sullonamide. 
p-Toluene sullonic acid. 
p-(p•Toluene,sullonytamide)•diphenylamide. 
Triazine-lormaldehyde resins as described in§ 175.300(b)l3)ixiii). 
Tributoxyethyl phosphate. 
Tribulytcitrate. 
Tri-tert-butyl-p-phenyl phenol ....... , •. ,, ......................... ,, •. ,, ... ,....................... For use as presetvalive only. 
Tributyf phosphate. 
Tribt.1tytlin chloride complex of ethylene oxitte condensate ~ For use as ptesetvaliva onry. 

dehydroabietylamino. 
Tri-n-butytlin itee,a1e ................................................................ ,, .......... ,...... For use els preservaOve only. 
Tri-n-butytcin ne0decan0c11e ..................................................... Oo. 
1.1, 1-Trichloroe1nane. 
1 .1,2-TrichlOroethane. 
Trichloroetliylene. 
Tri·~·chloroetliylphosphate. 
Tridecyl atcohol. 
Triethanolamine. 
3-{Triethoxysilyl) propylamine. 
T riothylene glycol. 
Triethylene glycol dibenzoate. 
Triethylene glycol di(2·ethylhexoate). 
Triethylene glycot polyester or benzoic acid and phlhalic acid. 
Triethylhexyl phosphate. 
Triethylphosphale. 
2.4.5•Trihydro,y butyrophenone. 
Triisopropanolamine. 
Tnmetliylol propane. 
2,2,◄· Trimethylpentanediol· t ,3-<liisobutyrate. 
Trimeric aromatic amine resin lrom diphenylamine and acelone ol mo• 

lacutar weighl approximately 500. 
Tri(nonylphenyl) phosphite,fom,aklehyde resins ........................................ As identdied in § 177.2600(c)j4)(iii) of lhis chapler. 

Tnphenylphosphate. 
Tnpropylene glycol monomettiyl ether. 
1,3,S• Tris (3,5•di•ler1-bulyl•4•hydroxy-benzyl)-tliazine-2,4,6 (1 H,3H,5H)• 

trione. 
Tris (p-tortiary butyl phenyl) phosphaIe. 
Tris(2-melhyl•4•hydroxy-S•tetl-l>utyf-phenyt)butane. 
Trisodium N-hydroxyethylelhylenediaminetriacetate ICAS Reg. No. 139-

89-9). 
Turpentine. 
Urea-formaldehyde resins as describod in§ 175.300Ib)(3)(xii), 
Vegetable oil, suHonated or sulfated, potassium saI1. 
Vinyl acetate-maleic anhydride copolymer. sodium salt. 
Waxes. petroleum. 
Wax, petroleum. chlorinated (40% to 70% Clllorine). 
Waxes, synlhelic paraflin (FlSCher-Tropsch process), 
3-(2·Xenotyl)-t.2·epoxypropane, 
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Fo, tJse only as a $labilizer. 
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Sub11ances 

Kylene. 
Kylen• (or loluene) alkylaled with dicyclopenladiene. 
Zein. 
Zinc acelate. 
Zinc ammonium chloride. 
Zinc dibenzyl dithiocarbamate. 
Zinc dibutyldithiocarbamale. 
Zinc diethyldithiocarbamale. 
Zinc di(2,elhylhoxoale). 
Zinc formaklehyde suHo>eylale. 
Zinc naphthenate and dehydroabielylamine mixture. 
Zinc nitrala. 
Zinc orlhophosphale. 
Zinc resinale. 
Zinc suHide. 
Zineb (zinc ethylenebis-dilhiocarbamate}. 
Ziram (zinc cfimethyldi\hiocafbamate), 

§ 175.125 

Limitations 

[42 FR 14534, Mai·. 15, 1977; 42 FR 56728. Oct. 28. 1977) 

EDITORIAL NOTE: For FEDERAL REGISTER citations affecting § 175.105, see the List of CFR 
Sections Affected. which appeal's in the Finding Aids section of the printed volume and at 
www.fdsys.gov. 

§ 175.125 Pressure-sensitive adhesives. 

Pressure-sensitive adhesives may be 
safely used as the food-contact surface 
of labels and/01· tapes applied to food. 
in accordance with the following pre­
scribed conditions: 

(a) Pressure-sensitive adhesives pre­
pa1·ed from one or a mixture of two or 
more of the substances listed in this 
paragraph may be used as the food-con­
tact surface of labels and/or tapes ap­
plied to poultry, dry food. and p1·oc­
essed. frozen. dl'ied. or pal'tlally dehy­
drated fruits 01· vegetables. 

(1) Substances generally recognized 
as safe in food. 

(2} Substances used in accordance 
with a prior sanction or approval. 

(3) Color additives listed for use in Ol' 
on food in parts 73 and 74 of this chap­
ter. 

(4) Substances identified in §172.615 of 
this chapter other than substances 
used in accordance with paragraph 
(a)(2) of this section. 

(5) Polyethylene, oxidized: complying 
with the identity presc1·lbed in 
§177.1620(a) of t his chapter. 

(6) 4-1[4 , 6-Bls(octy lthio)•S•triazin-2• 
yl]amlno)-2,6-di-tert•butylphenol (CAS 
Reg. No. 991-84-4) as an antioxidant/ 
stabillzer at a level not to exceed 1.5 
percent by weight of the finished pres­
sure-sensitive adhesive. 

(7) 2,2' •(2,5-Thiophenediyl )·bis(5-tert­
butylbenzoxazole ) (CAS Reg. No. 7128-

64-5) as an optical brightener at a level 
not to exceed 0.05 percent by weight of 
the finished pressure-sens! tive adhe• 
sive. 

(8) 2-Hydroxy-1-[4-(2-hydroxyethoxy) 
phenyl]-2-methyl-1-propanone (CAS 
Reg. No. 106797-5~9) as a photoinitiator 
at a level not to exceed 5 percent by 
weight of the pressure-sensitive adhe­
sive. 

(9) Butanedloic acid. sulfo-1.4-di-(Cq• 
C11 alkyl) ester, ammonium salt (also 
known as butanedioic acid sulfo-1. 4-
diisodecyl ester, ammonium salt [CAS 
Reg. No. 14409~8-9]) as a surface ac­
tive agent at a level not to exceed 3.0 
percent by weight of the finished pres­
sure-sensitive adhesive. 

(b) Pressul'e-sensitlve adhesives p1'e­
pa1·ed from one or a mixture of two or 
more of the substances listed in this 
pa1·agraph may be used as the food-con­
tact surface of labels and/or tapes ap­
plied to raw fruit and raw vegetables. 

(1) Substances listed in pa1·agraphs 
(a )(l}. (a )(2). (a)(3), (a)(5). (a )(6). (a}(7). 
(a)(B). and (a)(9) of this section. and 
those substances prescribed by pa1·a­
graph (a)(4) of this section that a1·e not 
identified in pa ragraph (b)(2) of this 
section. 

(2) Substances identified in this sub­
paragraph and subject to the limita­
tions provided: 

BHA. 
BHT. 
Butadlene-ac,·ylonitrile copolymer. 
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