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The BFGoodrich Company 5

Geon Vinyl Division /47:/ g / S

8100 Oak Tree Boulevard

Cleveland, Ohio 44131 / ”,,'—1

216-447-6000 Cé fAL K L A
December 22, 1992

Joel M. Mirsberger, C.P.M.
Oscar Mayer

Foods Corp.

P.0O. Box 7188

910 Mayer Ave.

Madison, WI 53707

Dear Mr. Mirsberger:

This letter is in response to your request for information on the
FDA status of the recipe for Geon experimental compound X1501 790
0809. Based on our evaluation of the recipe, the FDA clearance
for this compound is limited to sections 21 CFR 175.300 (Resinous
and polymeric coatings), 21 CFR 176.170 (Components of paper and
paperboard in contact with aqueous and fatty foods), 21 CFR
177.1200 (Cellophane), and 21 CFR 177. 1210 (Closures and sealing
gaskets for food containers).

Furthermore, this experimental compound must meet the extraction’
requirements as described under 21 CFR 178.2650 (b)(1).

Please call me at (216) 447-7831 if you have any questions.
Sincerely,
THE BFGOODRICH COMPANY

RO/

Connie N. Dillon
Regulatory and Data System Specialist
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FROGUCT MBls X1901 790 0810 X15017900810F LEC: 19 DERPYV: D149 I5GUE: 001
SRCy 13414 EFFECTIVE DaTE: 920914
TOTAL LES RM: 160,830000 LRSS PRODUCT: 160.830000 RECIPE TYPE: 2
FAGE 1 OF 1§
SEQ RAW MATI DESCRIFTION QUAMTITY LC FERCENT COMRENMTS
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CFR Ch. | (4-1-90 Edition)

Lirnitations
R I ——
; ene-propylone-5-
percent by weight “‘Q“mm.\szo of tis
xkness of such polymers in the fom
2 not exceed 0.005 inch.

percent ight of olefin polymers
z‘mmlzyhmwmmdmA
wple 2 of §176.170(c) of this dﬂu::fd
0.1 percant by weight of pofystyrene
eﬂ\lloomﬂywﬂhfi77.‘|640dmm'
ved polystyrane and rubber 7%)
the conditions described in § 176.
.‘”'undv conditions of use E through G.

i used In
5 parcent by waight of elastomers
3,;‘5177.2500 of this chapter. complying
mn(wmﬁmw“?“s

1 Provided,
%sdm&amewm
wis

).S-petoomb;l weight of polycarbonata
f this chapter.
0.2 parcent by m:tmdgmmm
polymers complying 3 under
:rnimmwm’“?";"ﬂe o o
D.E F. G, and H described in

w©er.

2! lbywdghtofohfmpomms
azo?c)snﬁ:ﬁ:ﬂm. itom 1.1, 1.2, or 1.3
o 0.2. percent by weight of olsfin fymers
20(¢) of this chapter, uan12.12.212§'2$ mv'hg
s complying with item 2.1, 2

ELS -acetate
n_zwmwmmﬂwmm
with § 177.1350 of this chapter, E F
1 with food only under conditons of uso € %\
able 2 of §176.170(c) of this chapter.

sch pafymers i the form it

mooed 0.4 percont by weight of isobutylens
imgm.uzoo;::;':mﬂ-

with § 175.1 is chapter. onsitive
mo.smwm‘“m
coed 05 by weight of cn end coment

.5 percent '
+g with §175.9000)3) ()oz)'i:(e :md‘m

o5 by
:;d% mmb)ﬂ) (ood) of this d\l(mf. g
=eed 0.5 percent by w of petroleum asficyciic
complying with § 175.320(bK3) of this mp\ardm:.
ceed 0.5 parcent by mlg‘ m‘o( petroleum vk

! of this chapte. ;
u:c?;?ﬂ.fx paccent t)»yd\v:{n‘;hl of resins and rosin
with § 176.210(d)(3) F""""i: osres wi
moned 08 N0 o i et -

wplying with § 177. -
! t by weight of pawoigum
Tt 05 el 1 ot

Food and Drug Administration, HHS

§ 178.2650

Substances

LUimitations

HS(2-Mety -4 -y OXy -5 tart b

{CAS Reg. No, 1843-03-4),

Znc dibutyldithiocarbamate {CAS Reg. No. 135-
23-2),

szv.hnotba:mdo.zswoun(bywdgmofmu

21. At levels not 10 exceed 0.5 percent by waight of reinforced wax .

3 .5 percent by weight of olefin copolymers
complying with § 177.1520(c) of this chapter, item 3.3. The finished
ybsusodhoonuﬂwﬂh!wdundercondmdmA
H descrived in Table 2 of §176.170(c) of this chapter.

[

.25 percant by weight of polymers used as
this chapter,

polymers when used io articles that contact food of Types. |, JI, IV-B,
VB, VI-B, and VIl described in Table 1 of § 176.170{¢c) of this
: complying with § 177.1520(c) of this chapter,
11,12, 1.3, 24, 2.2, 23, 3.1, 3.2, 33, or 4 or complying with
other sections in Parts 174, 175, 176, 177, 178 and §179.45 of this
chapter; vinyl chioride . &nd/or vinyl chioride

Zinc stearate.

: polymers;
complying with-§ 177.1860 of this chaptar.
., 1 to exceed 0.1 percenlbyweigmo(lhnmllowing
-polynmlvlhenusedh-ﬁdesmelmnmlooddTypeslIIJv—A.v.
VI-A, VI-C, VI-A, and IX doscribed in Tabie 1 of § 176.170{c) of this
chapter: Olefin polymers complying with § 177.1520(c) of this chapter,
itams 1.1, 1.2, 1.3, 2.1, 232,23,31,32 33, 0r 4 or complying with

i In Pasts 174, 175, 176, 177, 178 and §179.45 of this
chapter, vinyl chioride , and/or vinyl chloride

§ 177.1980 of this chapter.

4, Mwhll7§.lo§oﬂmcﬂlplel.

sfmm.nmmmedo.zmmbymigmolpowmwm
modified polystyrene i

T‘Atmmh.wimnbywelgh‘ t of closure-sealing gasket
complying with § 172.1210(b) of this chapies.

'omaesmmm.mmmmsmymmmw

(42 FR 14609, Mar. 15, 1977)

Enrrorral, Note: For Feperar Reg:
Sections Affected in the Finding A4

§178.2350 4-Hydroxymethyl-2,6-di-fers-

butylphenol.

4-Hydroxymethyl-2.6-dl-tert-butyl-
phlem‘ may be ;safely used as an anti-
oxidant in articles intended for use In  gafety used alone or in combination, at
contact with f00d, In accordance With jeacrs atlon, &

e following prescribed conditions:

(a) The additive has a solldification PSr_hundred of resin, as stabllizers in

point of 140"-141°C.

polymers complying with the provi-
tl‘f?;&‘m"gm?&%g&ghfnﬁgﬁj slons of § 177.1950 or § 177.1980 of this
dants in the finished food-contact artj. CH®Pter and that are identified for use
cle does not exceed a total of 0.5 millj. 1D contact with food of types I, II, I1I, TN
§ram per square inch of food-contact IV (except lquid milk), V, VI (except b=

surface.

15TER citations affecting §.178.2010, see the List of CFR
ds section of this volume.

Materials, 9916 Race Street, Philadeiphia, Pa. 19103,

$178.2650 Organotin stabilizers in vinyl
chloride plastics.

The organotin chemicals {dentified

in paragraph (a) of this section may be

levels not to exceed a tota) of 3 parts

vinyl chloride homopolymers and co-

malt beverages and carbonated ional- N
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§ 178.2650 21 CFR Ch. | (4-1-90 Edition) Food and [
oholic beverages), VII, VIII, and IX oxide meeting the specifications pre- .
f!e?cribed in Lagble 1 of §176.170(c) of scribed for di(n- octyl) tin dichloride 3 :g& l:tndo?(
this chapter, except for the organotin or dl(n-octyl) tin oxide in paragraph ’ tin trichlor
chemical identified in paragraph (a)3) (aX1) of this section. : content of
of this section, which may be used in (3) Ciuw-Alkyl mercaptoacetates re- tim> dichlo;
contact with food of types I through action produects with dichlorodioctyl- percent,
IX at temperatures not exceeding 75 stannane and trichlorooctylstannane ©)
°C (167 “F), and further that the or- (CAS Reg. No. 83447-69-2) is an organ- tristisooety)
ganotin chemicals identified in para- otin chemical mixture having 10.8 to Ree. No.
graphs (a) (5) and (6) of this section 11.8 percent by weight of tin (Sn) and chemical h
may be used in contact with food of having B.0 to 8.6 percent by weight of by weight ¢
types 1 through IX at temperatures mercapto sulfur. It is made from a to 11.5 perc
not exceeding 66 'C (150 *F), condi- mixture of di(n-octyDtin dichloride ] sulfur. Tt &
tions of use D through G described in  and (n-octyDtin trichloride which has toxyethylti
table 2 of § 176.170(¢) of this chapter, an organotin composition that is not 1 radieal In {
and further that dodecyltin chemicals less than 85 percent by weight di(n- i rived from
identified in paragraph (a)7) of this octylitin dichloride/(n-octylitin tri- aicohol. Th
section which may be used in contact chloride, and not more than 1.5 per- trichloride
with food of types I, 11, III, IV (except cent by weight of tri(n-octyltin chlo- tion that is
liquid milk), V, VI (except malt bever- ride. The alkyl radical in the mercap- weight  of
ages and carbonated nonalcoholic bev- toacetate is derived from a mixture of trichloride
erages), VII, VIII, and IX described in saturated mn-alcohols which has a com- cent total ¢
table 1 of §176.170(c) of this chapter position that is not less than 50 per- diestertin ol
at temperatures not exceeding 71 *‘C  cent by weight tetradecyl alcohol, and 1) The
(160 *F), in accordance with the fol- that is not more than 50 percent by 1 mixture of .
lowing prescribed conditions: weight total of decyl alcohol and/or of n
For the purpose of this section, do e;:yl alcohol, and/or hexadecyl al- ] tristisoocty]
the organotin chemicals are those cohol. rcon . Reg. No. 67
listed lg paragraphs (a) (1), (2), (3), (4) (n-Octylitin 8,8'8” tristisooctyl- i engt. by welt
(4), (5), (6), and (7) of this section. mercaptoacetate) is an octyltin chemi- ditisooctylm
(1) Di(n-octylitin  8,8'-bistiso-oc- cal having the formula n- No. 840306
tylmer-captoacetate) is an octyltin  CHi:Sn(SCH,CO:.CiHir)s (CAS Reg. cent by wei,
chemical having 15.1 to 16.4 percent No. 26401-86-5) having 13.4 to 14.8 8 to 9 peret
by weight of tin (Sn) and having 8.1 to percent by- weight of tin (Sn) and sulfur. 1t is
8.9 percent by weight of mercapto having 10,9 to 11.9 percent by weight . dodecyltin
sulfur. 1t is made from di(n-octyl)tin of mercapto sulfur, It is made from (n- ditdodecylyt
dichleride or di(n-octyDtin oxide. The octylitin trichloride. The isooctyl radi- not more &1
isooctyl radical in the mercaptoacetate cal in the mercaptoacetate is derived of dodecylt
is derived from oxo process isooctyl al- from oxo process isooctyl alcohol. The than 2 perc
cohol. Di(n-octytin dichloride has an  (n-octyDtin trichloride has an organo- 1 butyltin dic]
organotin composition that i{s not less tin composition that is not less than 95 - 3 percent by
than 95 percent by weight of di(n- percent by weight of (n-octyDtiin tri- chloride. Ti
octylhtin dichloride and not more than chloride and not more than 5 percent mercaptoace
6 percent by welght of tritn-octyl)tin by weight of tri(n-octyltin chloride. Process prix
chloride. Di(n-octylitin oxide has an (5) Bis(beta-carbobutoxyethyhtin (b) The
organotin composition that is not less bls{isooctylmercaptoacetate) (CAS tainers, film
than 95 percent by weight of di(n- Reg. No. 63397-60-4) is an estertin ] form in wr
octylhtin oxide and not more thain 5 chemical having 14.0 to 15.0 percent : food, shall 1
pefcent by weight of bisltri(n- by weight of tin (8n) and having 7.5 to tions:
octyltin) oxide, and/or mono n-octyl- 8.5 percent by weight of mercapto 1 (1) The {
tin oxide. ’ sulfur., It Is made from bis(beta- . for contact
(2) Di(n-octyl) tin maleate polymer carbobutoxyethyDtin dichloride. The listed fn this
is an octyltin chemical having the for- isooctyl radical in the mercaptoacetate With the sol
mula [(C,H,»)SnCH,0,], (where n is is derived from oxo process primary : those
between 2 and 4 inclusive), having 256.2  octyl alcohols. The bis(beta- ! mined from
to 26.6 percent by weight of tin (Sn) carbobutoxyethyDtin dichloride has this chapte;
and having a saponification number of an organotin composition that is not flecting the
225 to 255. It is made from di(n- less than 85 percent by weig}}t of as determin
octyDtin dichloride or di(n-octyl)tin bis(beta-carbobutoxyethybtin dichlo- extraction t
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Food ond Drug Administration, HHS § 178.2650
be included and simulated by 3-per-
cent acetic acid at temperatures speci-
fied for water in Table 2 of
§ 176.170¢c) of this chapter. The ex-
traction tests shall cover at least three
equilibrium periodic determinations,

ride and not more than 6 percentj by
A\ weight of bis(deta-carbobutoxyefhyl-
aph Fi\tin trichloride. The triestertin chioride
ontent of bis(beta-carbobutoxgethyl-
) dichloride shall not excéed 0.02
styl- P &rcent.

iane Beta-carbobutokyethyltin | as follows:

gan- stisooctylmercaptoacetats) (CAS (1) The exposure time for the first
8 to No. 63438-80-2) is/an estertin | determination shall be at least 72
:and njcal having 13.0 t¢/ 14.0 percent | hours for aqueous solvents, and at
at of ght of tin (Sn) ghd having 10.5 | least 6 hours for heptane.

m ‘11.5\percent by weight of mercapto (i1) Subsequent determinations shall
sride su.].tur. { is made frgm bela-carbobu- | be at a minimum of 24-hour intervals
yethyltin trichloride. The isooctyl | for aqueous solvents, and 2-hour inter-

+ not - dical the mercaptoacetate is de- | vals for heptane. These tests shall
al(n- ved fromy oxo protess primary octyl | yield total octylin stabilizers not to
e trl- 3 . The beta-carbobutoxyethyltin | exceed 0.5 parts per million as deter-
.per- ary organotin composl- | mined by analytical method entitled
chlo- n that is hot less than 85 percent by | “Atomic Absorption Spectrometric De-
ICcap- petf-carbobutoxyethyltin | termination of Sub-part-per-Million
xe of d/not more than 5 per-| Quantities of Tin in Extracts and Bio-
fcom- estertin chloride and| logical Materials with Graphite Fur-
ner- nace,” Analytical Chemistry, Vol. 49,
d yltin stabilizer is a| p. 1090-1093 (1977), which is incorpo-
W mle.ure of 5Q w 60 percent by welght rated by reference.Copies are available
ad/or ofe n-dodekyltin 8,8,58"-] from the Division of Food and Color
sl al- ris(isooctylrhercantoacetate) (CAS| Additives, Center for Food Safety and
o REg. No. 67$49-65-%) and 40 to 50 per-] Applied Nutrition (HFF-330), Food
octyl- ¢ent by weight of di{n-dodecyltin 8,54 and Drug Administration, 200 C St.,
hemi- ditisooctylfnercaptoacetate) (CAS Reg| SW., ‘Washington, DC 20204, or avail-
s T ‘ 84030-61-5) havipg 13 to 14 per-| able for inspection at the Office of the
SReg. vdent by weight of tin {Sn) and having) Federal Register, 1100 L Si. NW,
1148 ercent by weigkt of mércapto] Washington, DC 20408,
é;-and t is made from\a mixture of (1il) Subsequent determinations for
reight o trichlorie and{ the dodecyltin mixture described in
m (n- odecyDtin dichloride ‘which -has{ paragraph (a)7) of this section shall
1radi- Bt*phore than 0.2 percent\py weight| be at a minimum of 24-hour intervals
erived decyltin trichloride, not more| for aqueous solvents and 2-hour inter-
I The -2 percent by weight ‘'of \dodecyl-| vals for heptane. These tests shall
[gano- : yltin dichloride and not moke than| yield di(n-octyDtin 8,8
aan 95 -3 percent by weight of tritdodedyDtin| bis(isooctylmercaptoacetate), or di(n-
in tri- oride. “The isooctyl radical in\the } octyl)tin maleate polymer, or (Cio-Cis)
:;?ﬂt alkylmercaptoacetate reaction prod-

dde. 1 octyl alcohols. ucts with dichlorodioctylstannane and
iyltin (bt con- trichlorooctylstannane, or n-octyltin

Y ]
W(CAS ta‘iners. film or pa.nels in the finished 8,S',S"-tris(Isooctylmercaptoacetate),
stertin form in which they are to contact tris(isooctylmercaptoacetate) and di(n-
iercent. 16 ‘sha.ll meet the following limita- dodecyDtin

bis(isooctylmercaptoacetate) or any
1) The finished plastics lntended combination thereof, not to exceed 0.5
contact with foods of the types parts per million as determined by an

15 4o

listed in this section shall be extracted analytical method entitled “Atomic
icetate with:the solvent or solvents character- Absorption Spectrophotometric Deter-
rimary lzing those types of foods 4s deter- mination ~of = Sub-part-per-Million
istbeta:: mined from Table 2 of § 176.170(c) of Quantities of Tin in Extracts and Blo-
le -has this chapter at the temperstGre re- logical Materials with Graphite Fur-
ds not, flécting the conditions of intended use nace,” Analytical Chemistry, Vol. 49,
‘lh?mgf a8’ determined therein. Additionally, pp. 1090-1093 (1977), which is incorpo-

extraction tests for acidic foods shall rated by reference in accordance with
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§178.3010

5 U.S.C. 652(a). The availability of this
incorporation by reference is given in
paragraph (b)(1)(ii) of this section.

(2) In lieu of the tests prescribed in
paragraph (b) (1) of this section, the
finished plastics intended for contact
with foods only of Types II, V, VI-A
(except malt beverages), and VI-C may
be end-tested with food-simulating sol-
vents, under conditions of time and
temperature, as specified below,
whereby such tests shall yield the oc-
tyltin residues cited in paragraph
(bX1) of this section not In excess of
0.5 ppm:

Temper-
. Bluve -

Food-simdating sotvent | (Tme, | (de.

: . Fahren-
heit}

4| 1as

2| o0

24 120

24| 120

{42 FR 14609, Mar. 15, 1977, as amended at
47 FR 11847, Mar. 19, 1982; 48 FR 7170, Feb.
18, 1983; 48 FR 42972, Sept. 21, 1983, 48 FR
51612, Nov. 10, 1983; 49 FR 8432, Mar. 7,
1984; 50 FR 62, Jan. 2, 1985; 50 FR 3510,
Jan. 25, 1985; 50 FR 37998, Sept. 19, 1985; 50
FR 47212, Nov. 15, 1985; 54 FR 24898, June
12, 19891 .

Subpart D—Certain Adjuvants cnd
" Production Aids

§178.3010 Adauvnnt substances used in
the manufacture of foamed plastics.
The following substances. may be
safely used as adjuvants in the manu-
facture of foamed plastics intended for
use in contact with food, subject to
any prescribed limitations:

h|1771520(c101ﬂum at
u_avdnm\nexeeedswurﬂby

yiena. ]
.| FOr"usa as & blowing agent in poly-
styrene:
Do.

21 CFR Ch. 1 (4-1.90 Edition)
—Continued '

List of substances Limitations

1.1,2,2-Tetra-

For use onty as a blowing agent
chioroethytene.

adjuvant in polystyrene st a level
not to exceed 0.3 percent by.
woight of finished foamed polysty-
rene intended for use in contact :
\mlhloodonlydmtypesldenﬁ-
fied In § 176.170(c) of this chapter,
Table 1, under Categories I, Ii, VI,
and Viil. o
Toluen... .c.ecresraen For use only as a blowing agent
adjuvant in st a level
not tp excesd 0.35 parcent by
waight of finished foamed patyaty-
rena. :

[47 FR 22090, May 21, 1982}

§178.3120 Animal glue.

Animal glue may be safely used as a
component of articles intended for use.
in producing, manufacturing, packing,
processing, preparing, treating, pack-
aging, transporting, or holding food,
s;lbject to the provisions of this sec~
tion

(a) Animal glue consists of the pro«
teinaceous extractives obtained from
hides, bones, and other collagen-rich
substances of animal origin (excluding
diseased or rotted animals), to which
may be added other optional adjuvant
substances required in its production
or added to impart desired properties:

(b) The quantity of any substance
employed in the production of animal
glue does not exceed the amount rea-
sonably required to accomplish the in-
tended physical or technical effect nor
any limitation further provided. . -

(c) Any substance employed in the
production of animal glue and which
is the subject of a regulation in Parts
174, 175, 176, 177,-178 and § 179.45 of
this chapter conforms with any:specl-
fication in such regulation.

(d) ; Optional adjuvant substances
employed in the production of a.nima)
glue include:

(1) Substances generally recog‘nlzec
as safe in food.

(2) Substances subject to prior sa.nc
tion or approval for use in animal glu¢
and used in accordance with suck
sanction or approval.

-(3) Substances identified. in thi
paragraph (dX3) and subject to suct
limitations as are provided:

330
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n

|
- 21 CFR Ch. | (4-1-90 Edition){

ier...d petroleum wax is permitted in!
Subchapter B of this chapter as g}
:omponent of articles intended to con?
act food, provided that the synthetic}
setroleum wax meets the definitio
ind  specifications prescribed in’
 172.888 of this chapter.

$178.3730 Piperonyl butoxide and pyrethay
rins as components of bags. 3

Piperonyl butoxide in combmamm
with pyrethrins may be safely used for
nsect control on bags that are intend.}
:d for use in contact with dried feed In]}
compliance with §§561.310 and
361.340 of this chapter, or that are in?
:ended for use in contact with dried]
‘ood in compliance with §§ 193.60 and
193.390 of this chapter.

§178.3740 Plasticizers in polymeric sul
stances.

Subject to the provisions of this reg:-
ilation, the substances listed in para¥
sraph (b) of this section may be safely
ised as plasticizers in polymeric sub-j
stances used in the manufacture of ar:
iicles or components of articles intend-3
:d for use in producing, manufactur-
ng, packing, processing, preparingy
reating, packaging, transporting, or}
a0iding food. 1

(2) The gquantity used shall not
»x~-~d the amount reasonably rej
T to accomplish the intendedf
ec....dcal effect.

(b) List of substances:
{

Limitations

ad in §§ 175.105 and 176.180 of this chapler.
ric substances used in food-contact articles complying
§ 175320, or §17€.170 of this chapter: Provided, That the
vl phthaiate contains nat more than 1 percent by weight 0
ithalate,
ric substances used in ather food-contacl
That the butyl benzyl phthalate contains not more than ok
woight of dibenzyl phthalate; and Provided further, That the
sodcontact article, when extracted with the sofvent ofg
uuadeﬁzinﬂhc!ypeo”oodlndundetmcond’m
i of its intended vse}
ned from Tables 1 andzof $ 175.900(d) of this chapiex,
net chiorolorm-soluble extractives not to exceed 0.5 mg. per i)
1. 88 determined by the methods prescribed in § 175.300(8)
oter.
tevels not exceeding 33 percent by weight of po
usad in contact with food (excent foods t
e than 8 percent of alcohol) at temperaturas not to exceed §
serature. The average thicknass of such homopotymers ing
n which they contact food shall not excead 0.004 Inch.

Food and Drug Administration, HHS § 178.3740

Substances

Limitations

wC.. Ca-alkyl) adipate. in which the C,, C.alkyl
aroups are derived from linear alpha olefins by
he 0XO ProCcess.

w matkyl adipate made from Ci Gv-Cis (predomi-
natety C. and Cy) 0f C,-C,, synthetic latty alco-
nols complying with § 172.864 of this chapter.

* D2 vl) adipate

Dwsonanyl adipate.....

For use only under the condilions fisted below. and excluding use as a
componant of resinous and polymeric coatings described in § 175.300
of this chapter.

1. At Jovels not o exceed 24 percenl by weighl of permitied vinyl
chioride homo- and/or copolymers used in contact with nonfatty foods.
The average thickness of such polymers in the form in which they
contact food shalt not exceed 0.005 inch.

2. At levels not to exceed 24 pct by weighl of permitted vinyl chloride
homo- and/or copolymers used in contacl, under conditions of use F
and G described in Table 2 of § 176.170(c) of this chapter, with fatty
foads having & fat and oil content not exceeding a total of 40 pct by
weight The average thickness of such polymers in the form in which
they contact food shall not exceed 0.005 inch.

3. At lavels not exceeding 35 pct by weight of permitted vinyt chioride
homo- and/or copolymers used in conlact with nonfatty foods. The
average thickness of such polymer in the form in which they contact
Tood 'shall not exceed 0.002 inch.

4. At levels not exceeding 35 pct by weight of permitied vinyl chioride
homo- and/or copotymers used in contact, under conditions of use F
and G described n-Table 2 of § 176.170{c) of this chapter with fatty
foods having a fal and oil content not exceading a total of 4G pct by
weight. The average thickness of such polymers in the form in which
they contact food shalt not exceed 0.002 inch.

For use onty:

1. At levels not exceeding 24 pot by weight of permitied vinyl chloride
homo- and/or copolymers used in contact with nonfatty foods. The
&verage thicknass of such polymers in the form in which they contact
food shall not exceed 0.005 inch.

2. Al levels not exceeding 24 pct by weight of permitied vinyl chioride
homo- and/ar copolymars used in contact, under conditions of use F
and G described in Table 2 of § 176.170(c) of this chapler, with fatly
foods having a fat and ot content not exceeding a total of 40 pct by
weight. The average thickness of such polymers in the form in which
they contact food shall not exceed 0.005 inch.

3. Al levels not exceeding 35 pcl by weight of permitted vinyl chioride
homo- and/or copolymers used in contacl with nonfatty foods. The
average thicknass of such polymers in ihe form in which they contact
food shall not exceed 0.002 inch.

4. A levels not exceeding 35 pct by waight of permitted vinyt chioride
homo- and/or copolymers used n contact, under conditions of use F
and G described in Table 2 of § 176.170(c) of this chapter, with fatty
foods having a fat and oil content not exceeding a fotal of 40 pct by
weight The average thickness of such polymers in which they contact
food sha!l not exceed 0.002 inch.

For use only:

1. As provided in §} 175.105, 176.170, 176.180, and 177.1200 of this
chapler.

2. Alone or in ination with other in plastic film or sheet
proparad from polyvinyt acetate, potyvinyl chiaride, and/or vimyl chio-

rida copolymers complying with §177.1980 of this chapfer. Such
plastic fim or sheet shall be used in contact with food at temperakures
nat ko exceed room temperature and shall contain no more than 10
pot by weight of total phthalates, calculated as phihalic acid.

For use only:
1. Al levels ngt_exceeding 2_&'3!4 _woight ,M_pamiuad-vh\d_dw:
homo- and/or copolymers used in with nonfatty, nonalcoholic

2. At levels not exceeding woaighl of L i
homa- and/or copolymers used In contact under conditions of use F
and G described in Table 2 of §176.170(g) of this chapter with fatty,
muwclmmmnulmwmmnmemmaww
of 30 pet by weight. The average thickness of such polymers in
form in which they contact food shall not excesd 0.005 inch.

9. At fevels not exceading 35 pct by weight of permitted vinyl chioride
homo- and’or copolymers used in contact with nonfatty, nonalcoholic
foods. The average thickness of such polymers in the form in which
they contact food shall nol exceed 0.002 inch.

BFG15990
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§ 178.3740

21 CFR Ch. 1 (4-1-90 Edition}

Substances

Limitations

4. At lavels not exceeding 35 pct by weight of parmitted vinyl chig
homa- and/or used in contact, under conditions of
and G described nleIeZof§|76170(c)oi this chapter with #
nonalcoholic foods having a fat and ofl content not exceeding a
of 40 pct by weight The average thickness of such polymers in iy
form in which they contact food shall nol exceed 0.002 inch.

y yl) azelate

e Epoxidized butyl eslers of linseed oil fatty acids
i linseed oil

W Mineral oil, white

Polybutene, hydrogenated (minimum viscosity at
99° F, 39 Saybolt Universal seconds, as deter-
mined by ASTM methods D145-82 (

For use only at levels not exceading 43 pct by weight of permitted
chioride homo- and/or copolymers used in contact with food only|
the types identified in § 176.170(c) of this chapler, Table 1,
Categories 1, Il, 1V-B, and Vill, at temperatures nol exceeding ro
temperature. The average thickness of such polymers in the lovm
which they contact food shail not exceed 0.005 inch.

For use

1. At loveis nol exceeding 24 pcl by weight of permitted vinyl cf
homo- and/or copolymers usad in contact with nonfatty, no
food. The average thickness of such polymers in the lorm in
they conlact food shall not exceed 0.003 inch.

2. At levdls not excoeding 24 pct by waight ol permitted vinyl
homo- and/or copolymers used in contact, under conditions of use]]
and G describad in Table 2 of § 176.170(c) of this chapler, with faiiy}
nonalcoholic food having a fat and oil content not exceeding a total of]
30 percent by weight. The average thickness ol such polymers in thy)
form in which they contact food shall not exceed 0.003 inch.

For use only: b

1. In potymeric substances used in contact with nontatty jood. 23

2. In potymeric substances used in contact with fatty food and limited \g
use at levals not exceeding 15 pct by weight of such polymer

-axcept as provided under limitation 3. i

3. At levels greater than 15 but not exceeding 24 pct by weight
pamnitted vinyl chloride homo- and/or copolymers used in oon
under conditions of use F or G dascribed in Table 2 of § 176.170(c) &)
this chapter, with tatly food having a fat and il content not excesding
awtalmmpmwmmmgmngemnessolmmpuym
the form in which they contact food shall not exceed 0.003 i

For usa only:

1. As provided in § 175.105 of

2. In articies thal contact f s identified £.170(c)]
of this chapter, Table 1, under(a egoﬂes I I, IV-B, Vl-B and Vll

For use only:

1. As provided in § 175.105 of this chapter, .

2. Alone or in combination with ather phthalates, in plastic film or ol

prepared from polyvinyl acetale, polyvinyl chioride, and/or vinyl chio=
ride copolymers complying with §177.1980 of this chapter. ch)
plastic film or sheet shall be used in contact with food at temperatures]
not to exceed room temperature and shall contain no more than 107
pct by weight of total phthalates, calculated as phthalic acid.

lodine number, maximum 5; oxirane oxygen, minimum 7.8 pct.

lodine number, maximum 5, oxirane oxygen, minimum 9-pct.

|

For use only:
1. in polymeric substances used in contact with non-fatty food.

Test Method for Kinemalic Viscosity of Transpar-
ent and Opaque Liquids (and the Calculation of
Dynamic Viscasity)') and D2161-82 (“Standard
Mathod for Conversion of Kinematic Viscosity 10
Saybolt Universal Viscosily or to Saybolt Furol
Viscosity”), and bromine number ol 3 or less, as
determined by ASTM method D1492-78 (“Stand-
ard Test Mathod lor Bromine index of Aromalic
Hydrocarbons by Coulometric Titration™), wivch
are incorporated by referenze. Copies may be
obtained from the American Society for Testing
Materials, 1916 Race St, Philadelphia, PA
19103, or may be examined a: the Office ol the
Federal Register, 1100 L St. NW., Washington,
D.C. 20408.

Polyisobutylene (mol waight 300-5.000)

2. in with § 177.1520 of this chapter and used
contact with fatty food, providad that the hydrogenated polybutense i
added in an amount not to exceed 0.5 pct by weight of the polyat
ene, and further provided that such plasticized potyethylene shal no
be used as a component of artictes intended for packing or hokfing’
food during cooking. 3

3. In polystyrene complying with § 177.1640 of this chapter and used
contact with jatty food, provided that the hydrogenaled polybutene i
added In an mm-ml 1o exceed 5 pcl by weight of the polystyrene}
and further pvovldod that such plasticized polystyrene shall not be,
used as a compenent of articles intended for packing or holding lood
during cooking.

For use in p with §177.1520 of this chapter,
provided that Me pofy!sobmylem is added in an amount not exceeding
0.5 pet by weight of the potyethylene, and further provided that such
plasticized polyathylene shall not be used as a component of articles

intended for packing or holding food during cooking.

358
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P103R60 PRODUCTION RECIPE INQUIRY PAGE 1 USERID: N50CND1A

M10360 - - TERMID: PV120069
PRODUCT- NO.. 00110 450 FGO0O LOC 80 DEPT E120 ISSUE S92
DESCRIPTION 110X450FG00 SBC 111B INT. RM. 961000816 CO. CODE E

TEM RM NUMBER DESCRIPTION QUANTITY USE

010 968 000094 06611 E0O 100.024561

020 953 710760  LUPERSOL 225M60 .061093

030 953 00G098 METHOCEL F50 PRE .031744

040 957 00W013  PVA, 88% .040030

050 911 00A0D30 BHT DISPERSION .061093

060 911 00A028  DTAHQ DISPERSION .037634

080 (553.710689) ALCOTEX 55-002H .144246

N Sl S

TOTAL 100.400401 TO MAKE 100.000000

' B ”
I i

END OF INQUIRY
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;o P PAGE: 04 OF 05
. f - .- - R . : AT
FDA :

AKRON DISPERSIONS - YES 175.105, 176.170, 177.2600

AMERICAN DISPERSIONS - YES 175.105, 175.125, 175.300, 176.170,

176.180, 176.210, 177.1200, 177.1210,
177.1650, 177.2600, 178.3120

NEXT RESPONSE: REGCINQ NEXT KEY:
PRESS PF8 TO PAGE FORWARD AND PF7 TO PAGE BACK
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ATyl oy
D

HE S SAGE

TRV ICE

4% LINEY

R R LAPORTE RECIFE ay/arsve 12

GEON RESIM $10X450FG
COMMODITY HO.: 08119 456 FGow DATE: 0v701 /92
SRO OHBR: 114 R L FLAG: nD

AR REF - Gk
SASEDR O .
aRPUICATION-

E120 IESUE: 392

FaRTS

LOE FERCENT

ORR0%4 Gebsis EO0 v Gy A28
71a740 CREGL 220ME oo D&
DOLOFE METHOL FSa PREMIUM 03¢ SOFE
AOUWOLE Ve, o« 249 L0480
LOs1 gy GOAG3E BHT DISFERSION e3a3u LA
SETVEE P 90a02E DTAHA DISPERITON D&Y 037
L1444 FEZ OTI048Y ALLCOTEX ~033N 40% 084 LA

400, 36043 fOTAL 196,000

TYFE TaMbib:

MARKETING AFFROVAL -
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C617D096 INVENTORY NO / CAS INQUIRY

C617F096 GEON PROD

USERID: N50CNDlA
PTERMID: PV120103

INVENTORY NUMBER : 912 /(71 / 1;;Z>~;

CAS NO. CONCT PCT.
15571-58-1+ 075.0000
+27107-89-7 040.0000
‘ o
7 ol
NEXT RESPONSE: RMCASINQ NEXT KEY:

NO MORE CAS NUMBERS TO BE DISPLAYED

S

DESCRIPTION

g_,wmif'
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