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J1CHR Part 178
[Dacket No, 80F -0 184)

*rect Food Addltives; Di-n-Afkyl (C.-
~.ot Dimethylammaonium Chionide,
n.Alky? (c""CH)

Benzyldime thylammonium Chlonide
and Ethyl Alcohol

AGENCY; Food und Drug Adnunistrabn
ACTION: Final nile.

SUMMARY: The Fogud and Drug
Admenstration "FOAY smends the food
wih D inve repa’ ot ons to provide lor the
waie use of depalh i Co-
Ctdimethylammonium chlonde, -
Ay HC-Crulbenzy dimethy banmonium
cHlonde and ernyl aleohol s
tomponeats of samlizing sulutions. The
~zency is taking this action in response
tod peliton 'ed by Lonza, Ing,

paTEs: Effective June 12, 1981,
ubiechons by July 13, 1981,

ADDRESS: Writlen objections to the
Doekets Management Branch (formerly
‘he Hearing Clerk's office} (H{IFA-303).

t nod and Drug Administration, Rm. 4~
62, 5600 Fishers Lane, Rockville, MD
JOR3T,

FOR FURTHER INFORMATION CONTALT:
Jaries B, Lamb, Nureau of Foods {1 IFF-
M Food and Drug Administration, 200

€ St SW., Washingtan, 1) C. 20204, 202- |

HE LU N

SUPPLEMENTANY INFORMATION: in a

ice published 1n the Federal Register }
of lune 27, 1980 {43 FR 434731 FDA i
wrnoune od that a food additine petition
{FAP OH3502] had been ftled by Lonza,
e, Fair Lawn, N 07410, proposing that
£ 1781010 {21 CYR 178.1010) of the food |
additive regulations be amended 1o
prvtde for the safe use of di-n-alkyYCu~ }

?

N

" purethy lammonium chionide
voempounds, mealhyBC-

Cithenry dimethy lammonium chloride /
rerrpounds and ethy! aleohol wa ;
components of a samtizing solutionto 7
he used on food-contact surfaces.

Having evaluated the duta in the
o t.0n and ather relesant material,
I'YA concludes that the proposed food
a hitive vera safe and that § 1781010
of the regulations should be amended as
wel forth below.

The ageney has carefully considernd
the potential envirenmental offects of
thrs achon and has condluded that the
o hion will not have a ssgnificant impact
i-n the human environment and that an
¢ vronmenta! impac! statement is not
teguired. The ageney's findings of no
wuntficant impact and the evidence
ippotting that dorunient may be seen
1 the Dochets Management Branch
vasimerly the Hearning Cletk's office)
tHEFA-305Y, Ford and Drug
Nlmarstralian, Rm 462, 5600 Fishers
tane, Rockyile, MDD 2857, between 9
s and 4 pam, Monday through Friday.

Therelote, under the Federal Food,
1¥- ;2. and Cosmelic Acl {seca. 203(s),
), 72 Stal 1784-1784 ay emended (21
178 G 321061 340 and under authoniy
thetegaled 1o the Commyssioner of Food
aod Drups (21 CER 510 (furmerly 21 (IR
S3oseae 306 FR 2002 May 11, 198, Part
1818 amended tn § 1781010 by adding

new paragraphs (b, 2) and {c)(17) lo

read as follows: ; i

§178,1010 Santtizing @ Wetions,

- L] L] - .

tb, . & 8 .
122) An aqueous selution containing
(1) di-n-alky HCo-Cio) dir ¢ thylammonium

chlunde compounds havirg average
muolecular weghts of 332-061, {2) a-alky |
{C.y-Cid) benzy idimethy fammaonium
chioride compounds hasving everage
molecular weights of 331-300 and
consisting principally of alky! groups
w:th 12 10 16 carbon atoms with or
without not ouver 1 percent each of
groups with B ané 10 carbon atoms, and
{3} ethyl alcohol. The ralio of compound
(1) to compound {2) 15 &0 Lo 0.

L] » L)

{c} L] » L

[12) Soluhons identfied in paragraph
ibi{22) of this section skall provide,
when ready to use. at lrast 150 parts per
m!lton and not more than 400 parts per
milhwn of active quaternary compound,

Any petson who will be adversely
affecied by the foregoing regulation may
4! any hime on or befare July 13, 1881
submit to the Dockets Management
Branch (formerly the Hearing Clerk's
office) (1{FA-303). Food and Drug
Admimstration, Rm. 462, 5600 Fishers
Lane, Rockville, MD 20857, written
ob:;jections therelo and may make a
written request for a public hearing on
the stated objeclions. Each objection
shall be separately numbered and each
numbered objection shalt specify with
particularity the provision of the
regulation Yo which objeciionss made.
Each numbered objectton’on whicha -
hearing 1s requested shall gpectfically <o
state; Tailure to request w heanng for any
particular objection shall conststute «
wittver of the right to @ heaning on that
oleethon. Each numbered objectiorn. fof
wluch a heaning is requested shali -
inclutde » detarled deseniphion and
analyus of the specific futtud)” .
infurmation intended to be présented i
support ol the obinction 1 ke evenl that
a hearing 1y he'?, fadure to Laclude such
a description and analysiz for o ry
parlicuiar obyrction shall omel'luir a
waiver of the nght to a hearing on the
onecton. Four comes of all documents
shall be subnrited and shall he
wdennfied with the decket number found
in braciels in the heading of this
tegulal:on Received o'nechiuns may be
seenin the oilice atove belween B a m.
antg 4 pom. Monday through Friday,

Effective date, Thes regolat.on shali
become effective lune 12, 1081
[Sees 20708 4r) T2 Grqr 170401 " a8
amended 121 U S C 32106 2

MNated June 1, 158
Williom F Randalph,
A Lo Vssay et Cormpgss oo for
Frogr fate ry AW ry
IFE Ai 17dpv b En 1t M0 445 ar )
SHLING COOE 4405 03- 4
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Russall Co.

13 DEC 1987

2463 Harrison Streat
Lansas City, MU o4l4]

Attention: I. D. Rasazell

DV, M

Subject: Rumsell/Quat Two

EPA Begistration Ro. 345-41
Your Application Dated Ooctober 46, 1932

The amendunent refoarred to above, submitted in connection with ragiatration
undar FIFRA, is acceptable providad that you:

1.

Hake the labeling changes iisted below bafors yvyou releass the product

for shipmant bearing the amended labeling:

be

Ca

da

We have noted your product name change and have adjusted ocur records
accordingly:

QLD PRODUCY NAME: Rusgall/Cuat Two
MNEW PRODUCT SAHE: Russall/Dual Chain

We havo no oblections to revising the use directions to obtain avan
ounced medsurssanis.

Tha Statemant:

“All treated esquipment that will contact fead or drinking water must

be rinsed with potable water bafore reuss,” mist bLe retainaed on the
label.

‘‘he Federal Register reference only refers to indirect food additives
used as a sanltizer on food contact surfaces and its impact on the
human environmant. This reqgulation doesn't apply to feed, poultry and
livestock applications. TSherafore the above statemant cannot ha

deleted from the labal.

Hove ths statamants:
Pracauytionary stataements

Hazards to Humans and Domestic mimals to appear directly above
the statemants:
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Keep out of reach of children. Corrosive, causes sye danage and
skin irritation. Do not get in syesss.s

2. Submit fiva (5) coples of your final printad labeling bafore you

release the product for shipment. Refer to the A-79 gaclosure For a further
description of final printed labaling.

Your release for shipment of the product bearing the amended labeling
constitutes acceptancea of theads conditions.

A stamped copy of the laheling is enclossd for your records.

5{2c-rclv yours,

rd

{ Aemit o ke
s .~

) ’,p4w/

John H. Lee

Product Manager (3l)
Disinfectants Branch
Registration Divigica (IE-767C)

Encilosure

D1S:JdohnLee:DCR-03591:1546C:hjc:Raven:479-2013:11/8/82




