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L Pharmacologlcal Category ;'i Antlcocmdlal/AntImlcroblal

Cm Indlcatlons ‘ . i AcuteF l¢

‘ sed by Pasteurella

- acute fowl @
St to sulfamethazme

| -Lmultaczda

et caused by Eimerin-

; ':useepnble to
;erazme and

2. TARGETANIMAL SAFETY Sl
Sulfamethazine, sulfamerazine and faqu oxahne we
the Natmnal Academy of Scaences carch

: hm the scope of
C) Drug
as safe to the

target animal on the basis of published ure and Iz
clalms and 8pec1es listed in the Fede al Register, Vol

3. DRUG EFFECTI VENE ¥
: Sulfamethazme, sulfameraz
the National Academy of Sci
Efficacy Study Implementauon:( ,
effective on the basis of published lit
- were moved to the effective category
_ Federal Register, Vol 49, No. 130
- NAS/NRC were: (1.) Each disease claiz
use in (name of disease) caused by pathogens (genus, sp e
sulfamethazine, sulfamerazine and sulfaquinoxaline. If tf Iaim cannot be
qualified, the claim must be dropped = A oy .
(2.) The claim for coccidiosis should be roperly quahﬁe_
respective host. (3. .) The claim for mfec ou ioryza
supported by data or it should leleted.
animals must actually consum e enc ug
(5.) The labeling should sta
each species as a guide of effective u

1) ﬁe‘were evaluated thh in the scope of .
search ,Couneﬂ (NAS/N ! iC) Drug

' aispecles foreach
rkey should be

per umt of ammal wetght per day fof -

'denoezdes susceptxble e
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ella'and E necatrzx
' grzmztzs and E

 dose. (5 ) The label contains ‘appropri:
addmg one packet tol gallon, of ! !

e all rsulfonamldes e
be expectedto

ending,NADA;’s!for g

ubmlt bmavallablhty '

A Chmcal Smdy was performed at :Healy‘ :Managernent‘ _' Vi
) efﬁcacy of POULTRYSULFA as d Steats

' .drmkmg wa.ter ata concentfat; n of 0.
contmued for 5 days The otherh f di

 The average Iung scores for blrds ;ymg 'urmg the study were snmlar m both groups
’GTOUP I 1ung scores. were 2 1 ( e
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‘The results of this: study d monstrate 0 »OULTRYSULFA for 2 3 days is
effective for the contro f acute fow era »turkeys and chlcktens Loe

4 H UMAN SAFE T Y

~ sulfame Dazme 40% sodium : merazine an ,hne) in broﬂer ‘
chlckens‘ ".Study NO- 8933c. i ‘ ,

1 Study Author Joh,

: 2‘ . StUdY'f'COmenQn ]

hickens (22 M
Atthe time of

| 5 Route ofdr«ugf adm
. ‘6 Tlme and duratlon S

‘ : ,were prepared e

”_daﬂy asa 0 04% solutlon

10 Results

TableMeanconcentranon(' n) of s ine. (SMR) and
’ ing medwated

400
ST
e

oNE
144
S e OD 26704617 4
*  SMZ+SMRaremeasuredasasingleentity
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A tlSSLlC residue study using le :
sulfamethazine, 40% sodlu €3 SO ] alme) in turkey

-peults Study N0 8908t
1 Study Author Jo

2 Study Completlon

p;)ults M and6 Jy ¥
the time of dosing

5. Routeyi of drug ac

4a4g"04%‘501ﬁti0n,”‘ o

. R;’ésults:f |

‘ xaline (SQ) i int
dmnkmg water contammg 0.

i algonthm

' apphed to the depletlon d
the livers of chickens an
Triple Sulfa in both chi
with the w1thdrawal pen d
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¥ Regulétdry;Metﬁod :

The regulatory analytlc, 1
multn‘eszdue thm Iayer ﬂuorome

xaline in uncooked

Regulatory Meth ' ;,‘;«é

The_ malytmal method of detection 1 : 'densxtometnc
‘procedure. The method is four i ' the Association of
; Ofﬁclal Analytlcal Chemi able from the

This NADA submitted under of the Federal Food, Drug, drCosmeuc Actf,‘
satisfies the requirements of the act ar demonstrates that POU i ”
- Powder, when used under its proposed ¢ onditions of use, is safe ctivc ;foritsa
' 'labeled indications. TR

5. AT TACHMEN 1‘ S

Label g fur NADA 100~094

Packt:t 195_,g;jams, ,




Warming
{(Human Food) :

" producing sggs for
human ‘consumption:

sulfamethazine, 'sulfamer'azme and

sulfaqumoxalme

> ALPHARMA '
Alpharma Inc. .
One Execuﬂve Drive; FortLee, New Jarse.y 07024

ln wator at dosages

Rueh of Children

Take ime

observe label
Dlredions




-3 then inits possession-or.under its
R j" control, including claims for any fun
< unpai‘d or pr_oper,tyknot del‘iye d

{FR Doc wxmzmedr-s-« 445 am)
(tm’eooemo-oa-u e

NT OF HEALTH AND
ERVIC

‘ood f rug Adm!nistratlon -
cmmnsm A

nd.

S ommittee and of the
- trustees, to uch persom asthe
Secretary may di poj
ﬁxeSe

-Fequest

{c) Any person to whom fundx.
property, or claims have b en -
- transferred or delivered :
section, shall be subject to | '
obligation imposed upon lhe‘c,oxmm
and upon the trustees,

- §==85 Effect of tenmnanon or :
amendment, -

Unless otherwise expresxly provid :
' by thuSeae ry. the termin: ion

: connectionwith ny provis
. partorany re, llation

impair any rights or remedies of the -
Secretary or of an c{ other person with
o respect to any 8u vxolation. :

‘ k by demgnglionin
, ofﬁcer iployee

ADA's for. i&lfonaxiﬂde#
8 u?der f ‘

Secretary 8 ag: r:npresentative in
: ::honnectmn with any of the proviaiens of e
fspart. '

: \ , !-- 68 Derogaﬁon PR
: thing contained in thia part i

§ 'h?,lll be ditie triued t? ,‘ﬁ"' u;hd;e ; intrauterine uée in
\ or in modification of the rights : ¥
wretary or of the United States (a) to ( WS enimals. Such NADA’s

; ; . ; -
. - : 4 j D 2




must be approved uﬁc’onditioﬁaﬁy o
before marketing may begin.

DATE: Sponsors must nubmi,t,a;le:ttérvéf i

intent by October 3,1984 and data, @

- by October 7, 1985,

Abbnsss:L§Subnﬂssioﬁ.to\thg.‘ Cen;ter for
Veterinary Medicine (formerly Bureau of |

Veterinary Medicine) (HFV-133), Food -

< and Drug Administr
Lane, Rockville,

- FOR FURTHER IN|
g!h%rlés'ﬂaiﬂe , eterinar

Aedicine (HFV 133), F and Drug

Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-3410,
SUPPLEMENTARY INFORMATION: *

- L Background Information and Scopa of -

- This Notice T Rtapian

 Section 510450 was initially

- promulgated as § 135102 (21 CFR ~

135,102} In the Federal Registerof = =
October 23, 1870 (35 FR 16538). The .«
- regulation established as an interim

- measure a 5-day withdrawal period for |

_poultry and a 10-day withdrawal period !
for all pth’ar»food;ptaducmgfhniméla. gt

The regulation applied to all
-sulfonamide-containing

sponsors of NADA's for sulfonamide

; ide drug residues may be
_present in edible tissues of food-
- producing animals slaught
vdaysoi’th‘e last treatment. -

In the Federal Register uf&‘ulyzz.asu . ' e

(39 FR 26633), FDA revised the

regulation and deemed all wlfdna’midé{ :

«drugs to be new animal drugs for which ‘teg

‘approved NADA's are required. Firms
then marketing products containing
" sulfonamide drugs that were not the
subject of approved NADA's were

permitted to continue marketing the ‘
products on an interim basis, provided

they submitted NADA's by January 20, - :

1975, and made a commitmentto
conduct and submit the results of 90-day
xicity Stﬁdi‘ietg ina

 marketing privileges.
FDA required the feeding studies -
because of concerns about thyroid
toxicity. In addition, sponsors were = -

- required to develop more specificand
~_sensitive regulatory methodology for K

detecting sulfonamide residues if - S
" existing methodology were found to be

. Federal Register / Vol, 49,

revised labeling, and other infc_tfmatikbxif i

drugs for use in
food-producing animals and required

food-
aughtered within 10

1084 / "PrdpasedrRﬁles o

NADA's for other marketed "
sulfonamides have been approved -
unconditionally and arein full
dies were to  compliance with the human food safety
This date requirements of § 510450,
;. he six sulfonaraides listed above,
are several unconditionally
d NADA's for currently
ulfamethazine and
xaline products. All approved
for sulfamethazine as the sole
Afull compliance with the
 stated In this notice,
beling claims. Approved
sinoxaline products are in -
ince with § 510.450 except for
nan food safety requirements.
king with the sponsors of -
cts to satisfy remaining data
s. The data mustbe
FRhim S ot later than 15 months from
y withdrawal  the date of this notice. -
fo 15-day ﬂﬂumu Msﬂm e i
ethazine usedin 510.450 established three
1g water), unlessa concerning human food -
io n (1) Residue depletion

ding studies), and (3) a
ethodology capable of -
dues at the established
of sulfonamide drugs on
Semaiot s s
y on a published

1) and summaries of

thyroid response 1o exposure -
mide drugs shouldbean
terion in the evaluation of

g the resu 80-day
nic toxicity studies in one rodent
onrodent species, which were

e £0 81 Apport a tolerance for

le residues. S
iired toxicity studies were

behalf of sponsors of all
for sulfonamide compounds
marketed under § 510.450, and

tion of sulfaquinoxaline, the

data support a tolerance of 100

billion {ppb) (0.1 partper . -

- million (ppm)] for residues. The data for

- sulfaguinoxaline support a tolerance of
25 ppb {0.025 ppm). These data are -

I pro Sponsors of NADA's

the future must either Lhave

1eet the
 this notice.

fthisnotice. ~ originaldata, = ;

-

y subchronic toxicity . -

proprietary information

FDA concluded thatthe =

s with previous approvals. With

. authority to reference the appropriate
an these six are. - master file containing the data or submit -
B e il

4”

’d
N

thoxazole -

PRI

x

J

“.



i

7

8
- §510.450. These data, which are

‘question, The

~ continue to accept data colle

kboratoﬁe : dffound to be ncceptab!e

" each sponsor to developits own

, nandard

: Implemer aﬁ . (DE! ) gram. (The "
- DESI pr am nly covgred
effectiveness
animal)) FD the past not

_required the sponsors of drug prdduéts
- that are identical or similar- to DESI-

Resxdue depletion data for each :
species have been submitted for only
few of the 190 NADA's pending und r

necessary to permit the assignment of
preslaughter withdrawal periods that

will ensure that edible products are free

of above~tolerance sulfonamide
residues, must be submitted for each
NADA and must 3\! collected by '

regulatory meth  reliable atleast to the

tolerance for sidues for the drug in

residue depletion data for siilfonar
residues in tissue. The agency wi

this methodology. provided the data a
supported by adequate recovi .
sulfonamides added to tiss de
study. The results with the Tishle
method (Ref. 2) appear ta be qhgh
more reliable than those ob

(ReL. 5).
-In1979, FDA reevalnated i!s
requirement for the confirmatory test for
the Bratton-Marshall method and
concluded that it would be :wasteful for

confirmatory test. The agency will
complete the development of xdar
mass spectrometry baaed con!‘xrm

reviewed products to meet current
human food safety standards.

The human food safety requiremenia o
‘stated above apply to interim-markaied id
“ sulfonamide products for the DESI-

reviewed claims listed in section VI -
below. These requirements also apply to

sponsors of future NADA': for these six  th

= r-eeaemnegim;;v L

j Pmposed"Ru'!és s 27545

Sponsors may snbmit data from blood
ievel studies comparmg eir products
with the appropriate DESI-reviewed
the alternative, sponsors
‘ ish bioequivalency by
nonstrating the bloavailability (serum
asma of blood) of their products, or
monstrating through in vivo

ic -one of the indications that

1l be on the label.

Normally the agency would require

nsors of products that are

= similar to the DESI-reviewed
8 Temethazine and sulfaquinoxaline

. ucts to establish bicequivalency

gh blood level comparisons with

) Si»reviewed product. However, as

' elow, sponsors of the other

L '{Kg ulfo mide ) within the scope of

5 {1 681l

: quhmxﬂine spomars ('I‘he
ion b ow with respe

owever A]so. as -
1ow. bioavailability data
propriate for poultry.) :
the sulfathiazole and

e products reviewed by
no longer being
e possible for
oraxmﬁar roducts

y
Vil

‘were not the subject of
e ADA's and were not .
nitted fo review by N‘AS/NRC. In

privileges !or’ drug‘ products:
ining these sulfonamides, and in

ments to all

eho d be treated as having been .
ed by NAS/NRC as part of the

‘available literature and has
ded that these two drugs are safe
£ e target animal and effective for the
_ uses listed below. {A list of these

- references it
- Manageme
- Bponsors of NADA's

- sulforiamides should submit, as :

: discnssed below either bioavaxlabihty

dre Sﬁbm e):)
for these four.

Qlimcal tudies the effectiveness of their.

at lhe‘products listéd belowy

Y 3

!gwst of applyins the same general

program. The agency has revxewed, ;
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| ’Egdéxa’!“ Register / ‘:‘ Vol. 49 3

,(bld‘od‘leveljtdgt;a ordatafrominvivo @,
clinical studies, = W “Thera;
FDA.hasl.cqnclude_d' thatNADA’qur ¢+ iandd
drug products containing more than one ‘Stat
sulfonamide will comply with the Center
for Veterinary Medicine's combination =
drug policy (21 CFR 5141(b)(8)(v)) h¢
without submission of data from studies 10
that compare the combinationof '}
sulfonamides with the individual noaiig
su'lfonamidea;vﬁecauag all sulfornamides Jes
have the'fsamje?mecbahis’_m of action,  mir
each individual sulfonamide canbe accey
expected to contribute o the total effect
of the combination drug. -~ ~alo
Differentd‘at;a’ requirements apply - admi
i garding the  requ
_opecies and uses listed below,
the agency has divided all species into
two groups. One group of species - ;
includes cattle.abwiné;s_heep._'tind R
rabbits; the other group includes - =
~chickens and turkeys. Satis_fac;(ory o em
bioequivalency, bioavail&'bility,ﬂnlopd, Ceiide
level), or clinical studies conductedin .
one animal species will be sufficientto
satisfy that requirement for that specific = the
ig product with respect to other
animal species. o supp]
‘Adequate and well-controlled studies - dry
that meet the requirements of the act
and regulations will be required for any
claims, species, or conditions of usenot D
listed below. FDA will omment, upon  sulf
request, on any protq cols proposed to
establish safety and

ell s the slopes of the blood

' Inthe alternative, theresults ofa % -
- clinical study demo, strating the =
et e{fecgiv‘enessfof:jﬂag drug against one
. disease claimed in the suggested
“ labelin, e submitted. The study
ould stof 80 birdsing .
| batteries of 10 birds each,
8 should be infected, with
' the battery birds medicated
er half not medicated. FDA
rotocols be submitted.
the proposed method of
ysis for FDA comment
8 the studies. FDAjs
linical study rather than
y study because of the

ne alone in:the form ofa

solution or soluble

mﬁﬁm@fnb&#‘ ,
of |

ponsors of NADA's
able claims listed below

the results of a clinical . -
cussed in section HI.B.1.
ole, sulfanilamide, and

o NADA's were filed for
ducts alone for use in

8 under the provisions = -
nothave any &
g the safe and effective
ulfonamides in poultry.
desire to submit future

1d eff

Questions should be addre

rontact person listed above,
The subsections below describe in

neral terms the ¢ haracteristics of the
Ii%?qnliv‘ahg:cy.al;ioaﬁﬂgbiﬁgy. or .- ; ' Doy
- clinical studies ¢ at are reguired, B OB
Sponsors are advised to consult the b Suckamond ey
Center for Veterinary Medicine through flg-ffSuhltfamf:;hﬁﬂn or sulfaquino

the contact person named above for
additional guidance. e S
A. Cattle; Swine, Sheep, and Rabbits :2
1. Sulfamethazine and . 1982and
sulfaquinoxaline; Data to show - gho
bioeguivalency with the DESI-reviewed turke
product (47 FR 25320; June 11,1982 and.
48 FR 3962; January 28, 1983) shouldbe
obtained using a 10 x 10 crossover study !
with a resting period of 2 | 4dweeks.In 3
- the alternative, FDA will cept. -
- bioavailability data obtained usinga
minimum of 10 animalsand =~

v ima
‘demonstrating sulfonamide

~ {serum or plasma of blood) of 5- :
milligram (mg) percent or more. Itis :

- appropriate scienﬁficaﬁy'iopor;clu‘de~'  i
that a sulfonamide drug is biocequivalent

to the DESl-reviewed drug, basedonly i e
on bioa;\failability,d_av_jta from the test . comiparec ]
drug, because the therapeutic biood _regard to areas
levels of sulfonamides in these species average peak

) auliqmerézine. "
: ine. ulfaquin ﬂmg:

. discussed under section 1y o i b
| should be submitted. T ,’
~ IV.Other Data Required for Approval of

on required by § 5141
hfat:turigxgqfacilit‘iesgeﬁd
ility data should be
ors. Sponsors of
ting NAT
fon tha

A's should
t ig not current. -
€ exempt from the
certain environmental
ance with § 25.1(f)(2) (21°
vironmental impact
egarding manufacturing
is required in accordance with -
21 CFR 25.1(g)(2)). A
: fa m of information -
- summary must be submitted in N
ls accordance with § 514.11(e)(2)ii) (2t
CFR 514.11(e)2)0i1)). ‘ R

-are well established in the published plo
scientific lite‘rature'(Beviu. RiF.,andW. inte;

o



i

’ _Federal Register / Ve

e, Inc., 2621 North
St Joseph, MO 84502.
‘Plus Products Corp, 2116 fn-poy
) rt Dodge, IA 50501, g,

1a Co., Checkerboard
viOe3199.

V. Termination of Interim Matketing

This action is part of the agency’
effort to terminate in an ord
timely fashion the interim marks
Pprivileges of drugs unde § 5104
Sponsors of such drugs must submit a :
statement of intent by October 3,1984, .
a,ndwth::da,t‘a described aboveand ¥

he alternative,
ve deleted from the list of
tended species. If a productis -
ormulate ’;,ih‘ejpongsatahdnldsubmit
fie required information for the
formulated product within the time
this notice. :

revised labeling by October 7, 1985, iy
After that time, NADA's thatare =~
deficient in one or more categoties will = |
be subject to prompt administrative P
acion. - T

_, Ater the agency has reviewed the

(data and revised labeling s !

opportunity for hearing on denial of
approval (21 CFR 514.111), Hearings
~beheld if justified. After a final ru
revoking § 510.450 becomes effe
any sulfonamide-containing ¢

market intended for us
~ producing animals tha
of';n'apprevedf‘N; JA will be in §
violation of the act a | subjectto.
regulatory action, unless covered by s
statutorily provided exception to the
- requiremen fanNADA. - S

,;fi.'Accepteddi’sgasaaaimg:  .

pecies

. V1. List of Firms Having NADA's
Subject to § 510450 ey
- The firms listed below are spons '
or products being marketed
§510450. Veterinary
oratories, Inc., submitted NADA's
- under its own name and has & umed
the \sgonsmhins?f NADA’s formerly
held by Veterinary Products Corp.
1. Cadco, Inc., P.O. Box 8599, 10100 -

. Douglas Ave,, Des Moines, IA
' _2.Fort Dodge Laboratories, eatn acteri
dge, 1A 50501, M sociated with Pasteure//a

8 Franklmeaborato:ies,;JM?Sn
Bellaire St., Denver, CO 80222, .~
... & Frank Veterinary Laboratories, 7239
Washington Ave. South, Edina, MN
Ss43s, . o T
5. International Multifoods Corp,
{formerly Osborn Laboratories), 1200
Multifoods Blds., 8th and Marquette S
0z

co!ibqgﬁ!psisf&bacl‘e;ﬁal’ ;
cours) caused by Escherichia coli.
Sheep: For the treatmentof
pasteurellosis caused by Pasteurella
_ 8pp; bacterial pneumonia associated

th Pasteurella spp.: coliba
(bacterial scours) caused
 coli. For the control and tr

( ; eg:&nent of
Producis Co. Inc. 168 i sed by Eimeric
Norwich, CTOs360. - nina mo L
O Box il R  ocpickens: For the ocntrol of infectious
 Merck Sharp & Dohme Research ~  acceptabl Bl ot |
. Laboratories, Rahway, Njozoes. . con ' ; Fin '
. 8- M &M Livestock Products Co.. pro

- Eagle Grove, 1A 50533, - R
v 10. Norden Laboratories, Inc.; Lincoln,
NE 68501.
© 1. Plizer, Inc., 235 East 42d St., New
York, NY 10017, (NADA's former! held e
by Rachelle Laboratories, Inc.). -~ iy contal)

 caused by Pasteurella
llorum disease caused by

mple, sulfathiazole
fromaproduct caused

4




REREaC”

Dosage

‘powder and drinking water solution 125 |

percent}—oral.

_ Cattle and sheep {bolusl,,,!x‘ii,tjiail} 1%
grain per pound body weight (equivalent |

t0 97.2 mg per pound body weight)
followed by % gra

body weight) every

exceed 5-day atm

ours. Do not

Cattle (injectable soll

to 87.2 mg per poun
followed by % grain p
(equivalent to 48.6 mg pe:
weight) every 24, ¢
rounded to initially 100 mg perpoyund
body weight followed by 50 mgper
‘pound body weight every 24 hours, ;
Chickens and turkeys Goluble -
powder). Prepare a 12.0-percent stock
solution. Add 1 fluid ounce to each
gallon of drinkin

y weight) -
L iad

rinking water or one gallon of

the stock solution to

Drinking Water Solution 12,5%, Add1

water or 1 gallo;

fluid ounce to each gallon of drir e
_gallon of drinkin Hrtakdng
solution 125 percent t

dosage, age, and class of chickens or

 turkeys, ambient temperature, and other

factors. '

infactios mu Mmu for 2ve°n‘sééurm_¢lys.'
Acite’ fowt ¢ Wumqmdﬂ‘ﬁ.

~ Cattle, sheep, and swine (soluble =

' % grain per pound body, -
weight (equivalent to f4§.}6’mg,‘per;pqundf :

olution 25 percent). |
Initially 1% grain per pound {equivalent |

pound body |
hours. Dosage canbe

age

bl

‘mastitis and acute
treptococcus spp.
he treatment of bacterial
onila caused by Pasteurella spp.:

: illosis (bacterial Bcours)
d by Escherichiacoli, = -

exceed |
numbers, sponsors, and
sining sulfathiazole alone
tion with other sulfa -

I ﬁg}c}z}g«iquer‘salur;bn.‘and |

nd swine: 1% grain per pound
(equivalent 10 87.2 m
) per day for 4 days.
4 days’ treatment. .
s—Initially 1 grain per

tyfaquiv,a;lf !
coishi}

-2.mg per

ctures (twoor
ulfamethazine,

sponsors, and

8 ,v/——\‘



95-547

B : #”-“52 i

.-

by Eimeria bovis -

MEDICATED PREMIX—Continued

‘and treatment

[ 04 parcmnt tor 4 1 72 hoirs. Mortaity
R i Do brought under controd. After

L. Sulfaquip:o;\'gab}fé :

Species

as a drench
- drinking ' wa

4./’“

- Sulfaquinoxaline in

1, Acceptable ;ii#eaée claims:

for cattl

2.NADA hfumbgtggapoﬁéom,an'd :
Poduct names for sulfaquinoxaline

). Sulfamerazine R0 o
1. Ay eptable disease claims:

in drinking wateror |
e and sheep and in
; ter for chickens, turkeys, |
-and rabbits: : :

T

ttle: o




by Escherichia

cb!ibaéiﬂpsiébah?ed

- and calf diphtheria caused by .ot

. Fusobacterium necrophorum;

coccidiosis caused by E;‘meria;b'o‘yi@:anﬂ o0

E zurnis, -

coli: necrotic pododermatitis (foot rot) | produ

Sheep: For the treatment of bacterial

Pneumonia associated with Pasteureila |

spp.; colibacﬂloéia-‘gqused,by
Escherichiacoli, = :
Swine: For the treatment of bacterial -~
pReumonia associat: i
Bpp.; colibacillosis caused
Escherichia coli,

by

Chickens: For the 6nh-ol,,bf3h;fgcﬁons - ‘

coryza caused b; philus

~&allinarum; coccid
&imeria tenella, E.
acervuling, E. me
acute fow] cholera caus

caused by Salmonella pullorum; fowl

Pasteurella multocida; pullorum disease N

th Pasteurella | %K

typhoid caused by Salmonella © 4

~ meleagrimitis; acute fowl cholera

caused by Pasteurella multocida; fowl - | %9

typhoid caused by Sa/monella
gallinamm. e SN
. Dosage—Orally :
Cattle, sheep, and swine: Initiglly 1
grain per pou'ndf’bbtd
;  1064.8 mg per pounc
followed by % grain d bod;
weight every 12 hours, ot exceed 4.
days’ treatment,

Chicken and turkeys: Ottoozpercent =

concentration in soluble powder or

 water solution. Do not exceed 4 |

days’ treatment, SR ;
' z.NADAnm_nb_er. sponsor,and

product name:;

E Sulfaryridine ‘
1. Acceptable disegpﬁzclfgipxs:
pecies e

Cattle:,'FOrf'thez‘trégti.nentﬂ;pffnécr.otic :
pododermatitis (foot rot) and calf "
diphtheria caused b

necrophorum; bacterial pneumonia e

causedﬁby,?qSte{;xzé{Iéﬁng;v i
Dosage—Orally and injeb_t{dblg L
Initially 1 grain per pound body

weight (equivalent to 64.8 mg per pound e
‘body weight) followed by % grainper |

pound body weight (equivalent to 32.4
'mg per pound body. weight) every12

hours. Do not exceed 4 days’ treatment. | |

bers, sponsors, and
8

 for sulfanilamidie alone
tonwithothersulfa

",




- L SuMamethazing..
TrionSumaoln'
i | rnde

4 SuluMoh v

swmmm.

Vi Combmahon Drug Products
nlalning Sulfonamxdes and Other
Ingredients =

A. Additional Data Requxmments

- In'additional t6 the data teqmrements | Nu

sta ted above, sponsors of NADA‘
aulfonamides combined with
nonsulfonamide drugs, anubiotncs

_ Rutrients, or urea must submit cam;)léie 1 wi

‘human food nd ani

effectwenes

al safety and

“policy set fonh in: :
that if the pro, ins mare than

- one sulfonami _ tureof -}
sulfonamide ma sxdered as one .
drug for purpose o ) th

- combination po} ;alt’emqnve.
sponsors may hea'rin‘g on
denial of appro

* The only exc tion to the data

requirements stated in the immediately hies

preceding paragraph is for products
intended for use in drinking water and

containing only sulfonamides combined
th nutrient: components. These =~ |
- products are indicated with an ‘asterigk i
) Sponsora need not compl y with the |

: comt mauondrugpolicy-‘ or

“‘the dmg ingredients No
- implied ¢l

product may i
such nutrients, P
. followng statemen

nutritional function on ; they have not.
been: shown to have and arenot
intended to impart any direct

except B

erve a limited

therapeutic benefit”. Disease claims for

_{  these products must beli
' ( - acceptable claims listed

imited to the

in section VII -
above under the particular sulfonamide |

pmduct. or in the case of products

O S S

i Sutqunonhno
*lemn A p.umute

fod: . mewmal

' steept: (moo ul Viis-

o D).

| Pibollavin.
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+*05-917 |

99-942 | Franwiin -

95865

99939 | Frankhn |

°89-840 | Ratston Purvia Co .

Laboratones.

-~ Neomysin sufate.

Sy

-+ “Pectin

~ Viamin A

- Viamin Dy,

- Atapulgie.’

- Pufing Electro-zole
. Sutfathiszole sodium.

“Sodibm chiorige
“Sodumiodda,

Sultemetnazing. -

Ethyleredamine diy- |

84 ] .

Kaokn and psyilium.

"1 MKP Mast-Kirs. nsertory.

Formuls 206 A,
- Nitroturazone,
Suttathinzole;

Chionde - salts:" of .
sodwnm.

.t




A
¥

 (

~ will not have a significant economic

- pertinent portions

- 35).

~ the Commodity: Exchange Actand, in
~ particular, sections 4c, de, 4f, 5 Sa !
~ 8a thereof, 7 U.S.C. 6c, 6e, 6f,
.- {1982), the Commission her

. Code of Federal Regu]atmns by adopimg Rl
- new §1.62as fal!cws' S .

~contract market for the meeting of
-persons similarly engaged. ahan
purchase or sell |

. Secrotary of the Commission. - 8!
" {FR Dac. $4-20794 Filed 8-6-84; us.m] '

‘entities.

" UNDER THE coMM Iy EXCHANGE ; )
AcY
" 1.Section1.621s propoaed to be

~ added end, as a
vfollows e

‘maintain in effect, and enforce rules
-which have become effective pursuant

person in or surrounding any pit, ting,

‘accordance withi

‘suspenswn shall not have expired] ncr i
revoked. 5

mmi sio
.ertifies that this rule, if promulgated,

"hairman. on behalf of the Col

impactona ;ubstantxal number of smali
TMENT OF HOUSING ANE
EVELOPMENT

tho Asslstam Secretary for
-Federal Housing ,

’ Paperwozk Reduction Act

The Commissia ~has submntted i

‘thisruletothe

Office of Management and Budgetin
accordance with ‘Paperwork

Reduction Acl 911980 (44 U SC Chapler

Lisl of Subjech- inzl?'CFR Part 1

Commodity futures. Floor brokers.
Registration.

 In consideration of the foregomg and
based upon the authority contained in

ip vement Loans, '
‘Debemures :

to amend Chapter I of Title 17 of the -

erty is conveye :
n ex an‘gie for ir::s,mr‘arxr:aen ‘

PART 1-eeuea : seuuwwns

fault under th ’mortgage
.de}:enmrein t

ded would read as

§1.62 Contrsct matket mquirement tor
floor broker teglw'tuon.

‘Each contract market shall adopt.

to section 5a(12) of the Actand § 141 0of
this chapter and which provide th t‘np

), ded by d ‘

post, or other place provided by such ifeiiton s
e for a period

xpendnre is actuaﬁy

: ega d

; *before the due dateto. the‘ ‘
Clerk, Office of General

partment of Housmg and -

lopment. Roo

and §3. 11 oﬂh s

e ;penod of such

nunications ahculd 'fer to

s the above docket number and t
Issued in thmgton. D C. on August 1, o :§ ; ]
1984, by the Commission.

Jane K. Stuckey, - c
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