Date of Approval: WA 31 28

This approval provides for the combined use of three_app‘royeg Type A

medicated Articles (Pennchlor™-chlortetracycline, Bio-cox® —salinomycin and 3-
Nitro®-roxarsone) in Type C Medicated Feeds for use in broiler chickens.

Sponsored by:

' Pennfie\ldO‘i\lfCov‘mbany " -
Omaha, Nebraska 68144



Freedom of Information Summary =~
Chlortetracycline + Salinomycin + Roxarsone
Paige 2= yetine + oaiinc

1. GENERAL INFORMATION: "

a. ANADA Number: 200355

_b. Generic Sponsor: PennF,e|dO|ICompany
- ~ 14040'Industrial Road~ =
Omaha, Nebraska 68144

21 CFR 510.600: Labeler Code: 053389~~~

c. Established Name: Chlortetracycline -
B e R :
- Roxarsone
d. Trade/Proprietary Name: Pennchior™
S Bio-Cox®
3-Nitro®

Note: This ANADA provides for the combined us

Articles Pennchlor™ (chiortetracycline), Bio-Cox® r

(roxarsone) in Type C Medicated Feeds, rather than a premix incorporating all three of -
- these compounds. o ~ , ,

fHOWSupphed i e Chlortetrac ycllne 50-lbbags e
Salinomycin sodium: 50-Ib bags
Roxarsone: 50-Ib bags ‘

g. How Dispensed: oTCc

h. Label Claim OfAmO,UUF °f AR e e L S e S e e B e S s s
Active Ingredient(s): Chlortetracycline- 50 to 100 g/lb in Type A Medicated
- Aicles
- Salinomycin- 30 and 60 g/lb in Type AMedlcatedA cles
Roxarsone- 10, 20, and 50% (45.4, 90.8, 227 g ) in Type
A Medicated Articles . S ,

- ‘Medicated Articles to complete broiler chicken feed (Type

1. Route of Administration:  These drugs are administered orally by adding the Type A
C Medicated Feed)
j. Species/Class: ) Brollerchlckens i

k. Recommended Dosage: Chlortetracyclme500grams per ton (.055%)
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Sahnomycm 40 to 60 grams per ton ( 0044- 0066%) )
' '_Roxarsone 454 grams er ton ( 005%)

. Pharmacologlcal
Category S ]Antibactenal antlcocmdlal -

m. Indicationsyfer use: ,k"tFor the preventlon of coccrdmsns in bronler chrckens
" calsed by Eimeria tenélia atrix, E. acervulina, E. ‘
- maxima, E. brunetti, andE _mivati, including some field
~ strains of E. fenella that are more susceptible to roxarsone
*combined with salmomycm than salinomycin alone, and as v
i an aid in the reduction of mortahty due to E. coli mfectlons
. W_susceptlble to chlortetracychne

- n. Equivalent Product: Pennchlor”"
: o ' Chlortetracychne
- NADA 138-935 o i

- Pennfied Oil Company

o. Pioneer Product/ T ,
Listed Product: ~  Aureomycin®
‘ L Chl’ortetracyc‘llne
‘"”“’"'Alpharma lnc o

BIO Cox® - ‘ o

Salinomycin sOdlum’ S

NADA 128- 686 .
"“'Alpharma Inc

s ler0® . JRETE
Roxarsone (3-nitro-4- hydroxyphenylarsomc aC|d) '
NADA 7-891
Alpharma Inc.

""Aureomycm -BIO Cox -3 Nitro®- o
‘ ChIortetracychne/Salunomycm/Roxarsone
- NADA 140-867
Alpharma !nc

2, TARGET ANIMAL SAFETY AND DRUG E“’”FFECT”VENESS”
—--—_________._____________________

Pennchlor™ and Aureomycm® were both found to comply wnth the res‘ lt
DESI evaluation for effect veness as published in the Federal Reqnster
35958; July 9, 1996). These products approved under the
- be eduivalent at the codified level 21 CFR§ 558 128(d)(1)(v !
(61 FR 35949- 35958 July 9 k| 996)
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The Center S fourth generlc‘pohcy letter dated;Noveﬁmber 2,/‘ 1989 as publrshed rn the

Federal Reglster on January 30, 1990 (55 F "3"1 07) states that the approval of anew )
generic Type A Medica d Artlcle entltles the s sponsor to approval of allth feed )
combinations for which the ploneer is approved Broequlvalence and tiss X

Vjstudles are not requrred for approval of the feed use combrnatlons

© Chlortetracycline (Aureomycin-Alpharmay) is codified under 21 CFR § 5‘

HUMAN SAFETY:

Chiortetracycline (Pennchlor-Pennfisld Jis codified nder 21 CFR § 558.128l(a)(5)w'1_ -

Salinomycin sodium is codrﬁed under 21 CFR'§
21 CFR 558 530 The

ination is codlfred und

a Tolerances and Safe COnCen’tratlons of ResidUes'

llver (c) 12 ppm m fat (21 CFR § 556 150). -

~The acceptable daily mtake fo

The tolerances establlshed for the ploneer product apply to the generrc product o

Tolerances for the sums of resrdues of the tetrac\ cllne lncludmg chlortetracycllne in
tissues of chickens, are as follows (@) 2 p er million (ppm) in muscle; (b) 6 ppmin

oristracycline residues is 25 micrograms per
kilogram of body weight per day.”

~Under NADA 128-686 a tolerance for sallnomycm was not requlred because resrdue P

levels in all three broiler ti ssues (muscle li

establlshed safe concentzatlon 1 N

”and skrn/fat)iwere srgmflcantly below the

Tolerances of arsenic (frcm roxarsone) are establlshed at 0 5 ppm inun ooked muscle o

', microbiological test using Bacr//usce ,
* found in Antibiotic Resid

tisste and 2 ppm in uncooked edlblepby products of broiler ‘chickens with |
target tissue (21 CFR“§ 556 60) )

Withdrawal Time

*Based on the lrmltatlon in 21 CFR § 558 550(d)(1)(xv) a frve day wrthdrawal tlme |s o
‘required for the combination of chlortetracycllne salrnomycrn and roxarsone ‘

'Requlatorv Methods for Res:dues

2 determ lnatlon of resrdue of chlortetracycllne lS a \‘
eys var. mycmdes (ATCC 11778) ‘The method'is

es in Milk, Dairy issues:
Reports and Protocols, Revised October , Reprinted December 1974, |
Center for Antibiotic and lnsulln Analysrs FDA Washlngton DC 20204.

Under NADA 128-686 a regulatory ”:fethod for sallnomycm was not reqwred because o
residue levels in all three’ bro sues (muscle, liver and skrn/fat) were srgnrfrcantly V

. below the establrshed sa e concentratlon for total resrdues
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The analytlcal method for the determlna .
- spectrophotometric method. The methed ' nic (Total) Residues in Animal
Tissues, Spectrophotometnc Met is’ pubhshed m the Ofﬁc:at Methods ofAnalvsus of h

AQAC Internatlonal 16th ed|t|on ;

4. AGENCY CONCLUSIONS

This ANADA submitted under sectlon 51 2(b) of the Fe od Drug, and Cosmetlc o

Act satisfies the requirements of section 512 (n) of the act and demonstrates that the =~~~ .

‘combination of chiortetracycline, salinomycin and roxarsone; when used under lts e
- proposed conditions of use, is safe and effectlve for its labeled indications. )

Attached labeling: Type C Medicated Feed (Blue Blrd)—GenencandPloneer S

[ Coples of apphcable Iabels may be obtamed by wntlng to the

Food and Drug Admlmstratlon L
Freedom of Information Staff (HFI- -35)
5600 Fishers Lane N
Rockville, MD 20857 "

Or requests may be sent via fax to: (301) 443-1726. Ifthereareaproblemssendmga o
fax, call (301) 827- 6567 PR .




Lot No.

- NET WEIGHT ON BAG ORBULK

BLUE BIRD SALINOMYCIN/CTC/ROXARSONE .
‘ TYPE C BROILERFEED
MEDICATED
For prevention of coccidiosis caused by Eimeria tenella, E. necatrix, £ acervulina, E. maxima,
E. brunetti, and E. mivati, including some field strains of £ tenella which are more susceptible
to roxarsone combined with salinonjy‘cin than to salinomycin alone, and as an aid in the
reduction of mortality due to £. coli infections susceptible to such treatment in broiler chickens.

~ ACTIVE DRUG INGREDIENTS o

Salinomycin sodium............. s o s R -...40 to 60 g/ton

Roxarsone..................... e ... 45.4g/ton

Chlortetracycline (as HCD et e s, 500 gton
GUARANTEED ANALYSIS

Crude Protein, not less than........... e Pl o

Crude Fat, N0t less than ...............ccvueervenioioneoeecomneoeoooo e e Y

Crude Fiber, not more than .................... e L L LS e o

'INGREDIENTS

Each ingredient must be specifically named (unless stated as such in the guaranteed analysis
listing) in accordance with the names and definitions listed in Title 21 CFR 501.110.

DIRECTIONS FOR USE

For broiler chickens only; not to beﬂfedi for more than five days; not approved for use with peilet
binders. '

WARNING: Withdraw 5 days before slaughter. Do not feed to laying chickens. May
be fatal if accidentally fed to aduit turkeys or to horses. When handling or
mixing BIO-COX® premixes, use protective clothing, impervious gloves, eye
protection, and an approved dust respirator. Operators should wash
thoroughly with soap and water after handling medicated feeds and premixes.

BLUE BIRD FEED MILL
Any Town, USA 12345

4/98



ALPHARMA

NET WEIGHT ON BAG OR

BLUE BIRD SALINOMYCIN/CT
BT TYPE C BROILER FEED'
‘ 'MEDICATED

For prevention of coccidiosis caused by Eimeria tenella, E. ‘necatrix, E acervulina, E. maxima,
E. brunetti, and E. mivati, including some field strains of £, tenella which are more susceptible
- to roxarsone combined with salinomycin than to salinomycin alone, and as an aid in the
- reducfion of mortality due to £. coli infections susceptible to such treatment in broiler chickens.

| ACTIVE DRUG INGREDIENTS

...45.4g/ton

| GUARANTEED ANALYSIS

. Crude Protein, not less than
- Crude Fat, notless than ...................ccoooroo — e —T
Crude Fiber, nof more than ............ R L —

ngredient must be ébebiﬁba“& named (unless stated as such in the guaranteed analysis

- listing) in accordance with the names and definitions listed in Title 21 CFR501.110.

o D,RE CTIONSFORUSE e

 For broiler chickens only;

‘binders.”

not to be fed for more than five days; not approved for use with pellet

- .WARNING:

be fatal if accidentally fed to adult turkeys or to horses. When handling or
mixing BIO-COX® premixes, use protective clothing, impervious gloves, eye
. protection, and an approved dust respirator. Operators should wash
- thoroughly with soap and water after handling medicated feeds and premixes.

b

Ay Town, USA 12345

Srrreersiresesssiyas v'";"'i""’f'f"“""“,'""""'“‘ R ; Sl SRR e e % )

~ Withdraw 5 éjays before slaughter. Do not feed to laying chickens. May

ivieeenessinetn 40 to 60 glton



