" rule amendingthe regulations for over~  syrup,.an OTC drug product

B : chxldren under6 ars of age. Thrs~final . preparation of the syrup to ehsure

e EFFECTIVE. DATE: Dec
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and the grounds for the objection. Each response to the regulation may be seen Autherity: Secs. 201, 402, 406, 409, 721 of
numbered objection on which a hearing  in the Dockets Management Branch the Federal Food, Drug, and Cosmetic Act (21
is requested shall specifically so state. between 9 a.m. and 4 p.m., Monday © U.S.C. 321, 342, 346, 348, 379e). -

~ Failure to request a hearing for any through Friday.

pa‘rticular objection shall constitute a 2. Section 176.170 is amended n the

waiver of the right to a hearing on that L5t of Subjects in 21 CF R Part176 ~ - t;;bif i)n pal‘elllgl‘aI(Jil(li (a)(5) by -
objection. Each numbered objection for Food additives, Food packagmg. ' alphabetica y adding a new entry ‘md er
which a hearing is requested shall Therefore, under the Federal Food, the headings “List of Substances" an

include a detailed description and “Limitations” to read as follows:

analysis of the specific factual . authority delegated to the Commissioner §176.170 Components of paper and
information 1nterrde@ to be presented in ¢ £ 4 and Drugs and redelegated to paperboard in contact with aqueous and
support of the objection in the event the Director, Center for Food Safety and  fatty foods.

that a hearing is held. Failure to include Applied Nutrition, 21 CFR part 176 is . R . . x
such a description and analysis for any amended as follows:

Drug, and Cosmetic Act and under

particular objection shall constitute a Ny . . @***
waiver of the right to a hearing on the PART 176—INDIRECT FOOD . o (5)* * *
objection. Three copies of all documents ADDITIVES: PAPERAND - - - )

shall be submitted and shall be ' PAPERBOARD COMPONENTS -.

identified with the docket number _ } -
found in brackets in the heading.of this = 1. The authority citation for 21 CFR. -
document. Any objéctions received in part 176 continues to read as follows:.

L Listof_S_ubstahce‘S'.., T .. Umiations - -

- R : * * o= - R ) *

'Acryllc acid, sodxum salt copolymer with- polyethy!eneglycol aﬂyl ether For use oﬁiy in,paper mifl boilers; L AR
(CAS Reg No. 86830—15—1) . R . -

« - - . T L, . * - S

B T R FORFURTHEHINFORMATIONCONTACT.»-‘;-:

.. syrup is pr'eparéd by percdlatjbg (Ref.c - . |
.. William E. Gilbertson, Center for Drug. . 2). ST e
D (6] b 25, 1996
Fmgt;dSh::;( e S ’ - - . Evaluation and Research {HFD-105), - Under §201 308(0) 21 CFR

Food ‘and Drug Administration; 560 201. 308(c)) OTC marketmg of ipecac

i - conspicuously boxed and in red létters’
" that states: “For emergency use to cause

.g’;;fﬁf;ce’?t"rf OTFOOd Saf erya"d Ap P hed - Fishers Lane, Rockville, MD 20857 ; ~syrup is limited to a 1-fluid-ounce (3 _.
[FR Doc. 9629393 Flled 11—15—96 8 15 ar] - 301-827-2304. - i’a‘égillgeig;‘tl‘gzjgaCkag‘;t;}:nE;‘:dmL g
BILLING CODE 4160—01—F i o S SUPPLEMENTARY INFORMATION. . : 8

- L Backgmund

In the Federal Reglster of March 13;

: : ) . 1995 (60 FR 13590), th ' :
: [Docket No 95N-0341] . e ; ﬁnsagﬁm& :t ?l?hme agency fssued -

vomiting in poisoning. Before using, call? -
physician, the'Roison Contrel Center, o

. hospital emergency room imniediately.
for advice.” The labeling also. must .

21 CFR art 328

Tt b aI) e state: “Usual dosage: 1 tablespoon(15 -
o imits for alcohol (e y. milliliters) in ersons:ove
al'" -+ ‘inactive ingredient in OTC. age.” ) p

products'mtended vf As: part of the rulemakmg forOTCs:.

‘poison tréatment drug products (50 FR
2244, Ianuary 15 ‘1985) th‘

: P
mL or 1/2 bottle) of i 1pecac syrup fo
children 1.to under 12 years-of age.
agency ‘also sed a dos

under 6 years of age; andv perce
= . - - any OTC drug product’ labeled 0
: The Food ‘arn Drug by children 6 to under 12 years fag;
 Administration (FDA) isissuing a ﬁnal - The final rule did not discuss ipecac

the-counter (OTC) drug products - . . cause vomiting when poisonin ipecac syrup not be givén'to chlldren :
intended for oral 1ngqst_qu_1'that contam The United States Pharmacopem . under 6 months of age unless directec -
-,jalcohol as (USP) 23d: ReWSlon states that alcoh by a health profes onal. The'age :

- will finalize these dirécti -use-

- a firture issue of the Fedéral Register-
- In the’Fedéral ‘Register of

1996 (61. FR 21392), the: agé 1

published a proposed am dment !

§328.10:t0 exempt 1pecac yrup

“:the reqmrements of § 328 10(d) whxch

- j’ contained in ipecac syrupiny <
. “concentrations between 1.0, and
" percent (Ref. 1). .Alcohol is used inthe.

"when ﬁsed by

- ruleis part of the’ ongoingreview of = - complete extraction of alkaloids &
- OTCidrug PmdUCtS ‘ndl!CtEd by* FDA ‘amine salts from ipecac powder an
o b(_ar ‘18,1996 re]ect extraneous matenal when 1pecac




: . final rule !

_ »recelved
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limit alcohol content to 0.5 percent or
less in OTC drug products intended for
oral ingestion for use by children 6
years of age or less.

The agency noted that the maximum
amount of ipecac syrup per packaged
container does not exceed 30 mL, and

" the maximum quantity of alcohol at a

2.5 percent concentration contained in
30 mL of ipecac syrup is 0.75 mL. Ifa
child under 6 years old swallowed the
entire contents of a 30 mL container of
ipecac syrup, the ingested amount of
alcohol (0.75 mL} is insignificant. The
labeled dose of ipecac syrup is a one-
time treatment of 15 mL (0,375 mL
alcohol) for children 1 to under 12 years
of age. In addition, the alcohol and the
ipecac syrup are generally vomited
together with other stomach contents.
Thus, the benefit of ipecac syrup as an
emetic outweighs any risk of adverse

-effects from ingestion of 0. 375 t0 0. 75"

mL of alcohol.
Interested persons 1 were invited to -

comments on the agency’s economiic

impact determination by June 10, 1966. *

No comments were submitted in
response to the proposed rule. . -

IL. References

{1) United States Pharmacopexa 23/
National Formulary 18, United States
Pharmacopeial Convention; Inc:, Rockvrlle,
MD, pp. 834835, 1994. = -

{2) “Solutions Using Mixed Solvent
Systems: Spu-lts Elixirs, and Extracted

100-101; 1974.
III. The Agency’s F mal Conclusmns

‘The agency is addmg new'§ 328,10(1)
- to state: “Ipecac syrup is exempt:from .

the promsrons of paragraph (d) of this -

- section.” This means thatipecac syrup
. may contain more than:0,
_-alcohgl even though labeled. foruse. by
- children:under 6 years of: -age: Also, the
" agencyis rede51gnatmg cufrerit .
. §328.10(f) as §328;

5-.percent

Analysrs of Impacts

No comments egar
impact of the propo

and other adyant,a

.

' submit comments by June 10, 1996, and’

'V Envu‘onmental Impact,

believes that this final rule is consistent

- with the regulatory philosophy and

principles identified in the Executive
Order. In addition, the final rule is not
a significant regulatory action as defined
by the Executive Order and sois not - .
subject to review under the Executlve
Order.

Under the Regulatory Flexibility Act
if a rule has a significant impact on a -
substantial number of small entities, an
agency must analyze regulatory options
that would minimize any significant
impact of a rule.on small entities.
Because this final rule has no effect on
the OTC marketing of ipecac syrup drug
products, it will not impose a significant
economic burden on affected entities.:
Therefore, under the Regulatory .
Flexibility Act (5 U.S.C. 605(b)), the:
Commissioner of Food and Drugs

_certifies that the final rule will not have

a significant economic impact on a-

-_substantial number of small entities. No
* {further analysis is required.

The agency has detemnned under 2‘1
CFR 25.24(c}(6) that this action is of a.
type that does not individuallyor

- cumulatively have a significant effect on

envuonmental pubhc health an-d'safety,

PART 328-—-OVER-THE-COUNTER
‘ORAL ING_ESTION THAT CONTAIN

v redesrgnatmg paragraph {f.as paragraph’ ’
" (g) and by addmg new paragraph (ﬂ to- ‘
read as follows

. sectmn

the human environment. Therefore,
neither an environmental assessment -

‘ ‘por an eénvironmental 1mpact statement
- isrequired. -

. List of Subjects in 21 CFR Part 323
Products,” in Sprowls” Aitierican Pharmacy,»-f :
- Fthed,]. B Llpmcott Co PInla Iphia, pp

Drugs, Labehng, Alcohol L
Therefore, under the Federal Food

.~ Drug, and Cosmetic Act and iinder-

~ authority delegated to the Commissiorier
- of Food and Drugs, 21 CFR part 328 is

. amended as follows: - L

DRUG PRODUCTS INTENDED-FOR-

;‘e_’authonty c1tat10n. for:21.CE
part 328 contmues to read as follow

353, 355, 371.). .

. 2. Séction 328 10 is amended by

§328 10 Alcohol.., °

* LS 2w *'; * -

(ﬂ Ipecac syrup is exempt from the
provrsrons of paragraph (d) of this

* procedure, Animal drugs, Labehng,

- of Food and Drugs-and redelegated to
the Center-for. Ve’(ermary Medicine

- PART 51 O—NEW ANIMAL DRUGS

z 1. Th auth only‘crtahon for 21
part 510 continues'to Tead ds follow

512, 701, 721, of the: Federat Food‘Drug, and

- 383, 360b 371 3"}'9e)

B ‘§51o 600.. [Amended]

~and drug labeler codes of sponsors:
-approved. appbcatzons is.amended,

- for “Alstoe, Ltd.; Animal Healt

“the table.in paragraph (c)(2) in the entry 5
- for /062408 by removing 19:Foxh
‘ Wh1$send1ne, Oakham Rutlan'; <UL

Dated: November 5, 1996.
William K. Hubbard,
Associate Commissioner for PoIicy ;

.. Coordination.

[FR Doc. 96-29387 Filed 11—-15—96 8: 45 am] -
BILLING CODE 4160-01-F ’

21 CFR Part 510

New Animal Drugs; Change of Sponsor
Address

AGENCY: Food 'and Drug Adm1mstrat10n
HHS.
ACTION: Final rule.

SUMMARY: The Food and Drug

* Administration (FDA) is amending the -
" animal drug regulations to reflect a ]
.change of sponsor address for Alstoe, :

Ltd., Animal Health.~

. EFFECTIVE DATE: November 18, 1996.
: FOR FURTHER INFORMATION CONTACT:

Thomas J. McKay, Center for Veterinary
Medicine (HFV-102), Food and Drug
Administration, 7500 Standish P1.,.

: “Rockville; MD 20855, 301—827—0213

SUPPLEMENTARY INFORMATION: Alstoe; .

~ Ltd., Animal Health, 19 Foxhill,:

Whissendine, Oakham, Rutland, UK. -
has infornied FDA that it has changed

. -its address to Granary Chambers,- 37-39 ‘
. Burton St., Melton Mowbray,
v Leicestershire LE13 1AF, England

Accordingly, the agency is'amending
the regulations-in 21 CFR 510. 600(c)(1) S

’ and (c)(z) to reflect the new address. -
“o.h List of Sub)ects in'21 CFR Part 510.

Adm1mstrat1ve prattice and

Reporting and recordkeepmg

- reqmrements

Therefore, under the Federal Food

’ Drug, and'Cosmetic Act and-under...

authority delegated to the Commssroner

CFR: part 5101s. amended as follew

503, -

Auﬂxonty Secs. 201,301, 501

‘2. Sectmn '510.600. Names, addresses

the table in'paragraph (c)(1) i the entry
*and.in-

S WA





