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FREEDOM OF INFORMATION SUMMARY

ANADA 200-359

This approval provides for the combined use of two approved Type A Medicated
Articles, PENNCHLOR (chlortetracycline) and DECCOX (decoquinate), for use
in the manufacture of Type B and Type C Medicated Feeds for calves, beef and
nonlactating dairy cattle.

Sponsored by:
Pennfield Oil Company
Omaha, Nebraska 68144

AVADA =2 00- 357 Fors
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GENERAL INFORMATION:

a. File Number:

b. Generic Sponsor:

c. Established Names:

d. Proprietary Names:

e. Dosage Form:

f. How Supplied:

g. How Dispensed:

h. Amount of
Active Ingredient(s):

i. Route of Administration;

j. Species/class:

ANADA 200-359

Pennfield Oil Company
14040 Industrial Road
Omaha, Nebraska 68144
Drug Labeler Code: 053389

Chlortetracycline

Decoquinate

PENNCHLOR (Pennfield Oil Co.)
DECCOX (Alpharma, Inc)

Type A Medicated Articles

Chlortetracycline HCI: 50-1b bags
Decoquinate: 50-1b bags

OTC

Decoquinate- 27.2 g/lb in Type A Medicated Articles

Chlortetracycline (as hydrochloride)-50 to 100 g/1b in Type

A Medicated Articles

These drugs are administered orally by adding the Type A
Medicated Articles to complete cattle feed (Type B or Type

C Medicated Feed)

Calves, beef and nonlactating dairy cattle
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k. Recommended Dosage:  Chlortetracycline, 500 to1000 grams per ton (10 mg/lb
body weight/day)
Decoquinate, 13.6 to 22.7 grams per ton (22.7 mg/100 1b
body weight/day

1. Pharmacological Category: Antibacterial, anticoccidial

m. Indications for use: Calves, beef and nonlactating dairy cattle: For the
prevention of coccidiosis caused by Eimeria bovis and E.
zuernii, for treatment of bacterial enteritis caused by
Escherichia coli; for bacterial pneumonia caused by
Pasteurella multocida organisms susceptible to
chlortetracycline.

n. Pioneer Products: CHLORMAX
Chlortetracycline
NADA 46-699
Alpharma, Inc.

DECCOX
Decoquinate
NADA 39-417
Alpharma, Inc.

CHLORMAX +DECCOX
Chlortetracycline/Decoquinate
NADA 141-147

Alpharma, Inc.

DESI “me-too” PENNCHLOR
product Chlortetracycline
NADA 138-935
Pennfield Oil Company

TARGET ANIMAL SAFETY AND DRUG EFFECTIVENESS:

PENNCHLOR and CHLORMAX were both found to comply with the results of
NAS/NRC/ DESI evaluation for effectiveness as published in the FEDERAL REGISTER
(61 FR 35949-35958; July 9, 1996). These products approved under the DESI “me-too”
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process were found to be equivalent at the codified level 21 CFR § 558.128(e)(4)(iv) of
10 mg/lb of body weight daily for cattle (61 FR 35949-35958; July 9, 1996).

The Center’s fourth generic policy letter dated November 2, 1989, as published in the
FEDERAL REGISTER on January 30, 1990 (55 FR 3107), states that the approval of a
generic Type A Medicated Article entitles the sponsor to approval of all the feed mixed
combinations for which the pioneer is approved. Bioequivalence and tissue residue
studies are not required for approval of the feed use combinations.

Chlortetracycline (PENNCHLOR-Pennfield) is codified under 21 CFR § 558.128(e)(4).
Chlortetracycline (CHLORMAX-Alpharma) is codified under 21 CFR § 558.128(e)(4).
Decoquinate (DECCOX-Alpharma)) is codified under 21 CFR § 558.195. The
combination is codified under 21 CFR § 558.195(e)(2)(iii) and the NADA 141-147 was
approved on September 29, 2000.

HUMAN SAFETY:
* Tolerances for Residues:
The tolerances established for the pioneer product apply to the generic product.

Tolerances for the sums of residues of tetracycline, including chlortetracycline in tissues
of cattle, are as follows: (a) 2 parts per million (ppm) in muscle; (b) 6 ppm in liver; (c) 12
ppm in fat and kidneys (21 CFR § 556.150). The acceptable daily intake for residues of
chlortetracycline is 25 micrograms per kilogram of body weight per day.

Under NADA 39-417 a tolerance for decoquinate is established for residues of .
decoquinate in the uncooked tissues of cattle as follows: 1 part per million (ppm) in
skeletal muscle and 2 ppm in other tissues. The acceptable daily intake (ADI) for total
residues of decoquinate is 75 micrograms per kilogram of body weight per day (21 CFR §
556.170).

- Withdrawal Times:

Based on the limitation in 21 CFR § 558.195(e), a 24 hour withdrawal time is required
for the combination of chlortetracycline and decoquinate.

* Regulatory Methods for Residues:

The regulatory analytical method for the determination of residue of chlortetracycline is a
microbiological test using Bacillus cereus var. mycoides (ATCC 11778). The method is
found in Antibiotic Residues in Milk, Dairy Products, and Animal Tissues: Methods,
Reports and Protocols, Revised October, 1968, Reprinted December 1974, National
Center for Antibiotic and Insulin Analysis, FDA, Washington, DC 20204.
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The regulatory method for the determination of decoquinate in tissues uses a fluorometric
assay procedure and is found in the Official Methods of Analysis of AOAC International,
16" edition.

AGENCY CONCLUSIONS:

This ANADA submitted under section 512(b) of the Federal Food, Drug, and Cosmetic
Act satisfies the requirements of section 512 (n) of the act and demonstrates that the

combination of chlortetracycline and decoquinate, when used under its proposed
conditions of use, is safe and effective for its labeled indications.

ATTACHMENTS:

Facsimile generic labeling and currently approved pioneer labeling are attached below:

Type B and C Medicated Feed (Blue Bird) — Generic Labeling for ANADA 200-359

Type B and C Medicated Feed (Blue Bird) — Pioneer Labeling NADA 141-147
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i -t Bluebird DCX + CTC '
Type B Cattle Feed 4
Medicated

Calves, beef and non-lactating dairy caftle. For the prevention of coccidiosis caused by Eimeria bovis and
E. zuernii; for treatment of bacterial enteritis caused by Escherichia coli; for bacterial pneumonia caused by

Pasteurella multocida organisms susceptible of chlortetracycline.

Active Drug Ingredients*
535.8 to 5,440 g/ton

DECOGUINALE....c.ee ettt ettt et e e e e e e ceaen
Chlortetracycline (@s hydrochlonde) ...c....ooeeeeeeciee e 6,700 to 80,000 gfton
Guaranteed Analysis

Crude protein, ROLIESS than . ...t e s e re s ettt e et e e e e e e a2 e e e e saenneeereennas %
Crude fal, NOLIESS TN ettt ae e ee e e e et v aeevenam s sesenrnneseesnsanternnaeren %
Crude fiDer, NOL MO8 TN ..ottt e e e seseean e sraranasan e eaeesenn s en annsnnrsnnensen %
CalCiUm, NOLIESS thaN. .o er e s s e e e tesaaeevese s e aesasssesanensnsmsrsnanasasrasaeasasanassnnn %
Calcium, NOLMOTE thAN ... et eeeesseaeaecsa e e e e an e e s e e st vates s mt s rs s aeaaeenaneeaanesnaens %
Phosphorus, NOLIESS than ...ttt ta e et et e e e st e e en e e e e e e reneeaaeasan %
Potassium, MOLIESS Thal ... ... et eeeeeeieee e et e eeve e s s e e rseaseearrranssnn e rnnasransmnansnnnsnnen %
SAl!, NOLIESS tNAM ..ottt et e e et e s e et e s essess s e s et sseseasansansensanseesntansssensnssanean %
Salt!, NOLMOTE ERAN ...ttt ettt e s e e s esss et e tenseeseessessseessanessesesssaaseeaseaesmneseseansseanns %
SOGIUM?E, NOLIESS thAMN .. ettt s et as e st e s s e satssssseesssnsseansesssesesarssnseeeerasnssnseasanssnssensanns %

%

SOAIUIM?, MO MIOFE TREIN <ot eee e et eseeeeeeeemsssvesaeareseeresssseensenressessnnesmneansessanssaneessannssann

*if added.
2Shall be guaranteed only when total sodium exceeds that furnished by the maximum salt guarantee.

Ingredients
Ingredients as defined by AAFCO

Mixing and Feeding Directions .
In order to treat cattle for bacterial enteritis and/or pneumonia while preventing coccidiosis, mix this Type B
medicated feed with non-medicated feed ingredients to manufacture one ton of complete cattle feed:
containing 13.6 to 27.2 grams decoquinate and 500 to 1000 grams chlortetracycline. The resulting Type C
medicated feed should be fed at a rate to provide 1g chlortefracyciine per 100 Ib body weight/day and 22.7
mg decoquinate per 100 Ib of body weight/day daily for not more than 5 days. When this Type C medicated
feed is fully consumed, resume feeding 22.7 mg decoquinate per 100 ib of body weight/day for a total of 28
days to prevent coccidiosis. The following table provides examples of mixing rates.

Type B, grams/ton Lbs Lbs. Type C, gramsiton
Type B Per Non-Medicated Feed .
Decoquinate CTC Ton of Feed Per Ton Decoquinate CTC
568 25,000 80 1920 227 . 1000
1136 50,000 40 1960 227 1000
Warning

Withdraw at least 24 hours prior to slaughter. A withdrawal period has not been established for
this product in pre-ruminating calves. Do not use in calves to be processed for veal. Do not feed

to cows producing milk for food.

NET WEIGHT ON BAG OR BULK

Blue Bird Feed Mill
Robin, IN 12345

*Final printed label on formulated Type B Medicated feed must bear a single concentration for each
medicated article.
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TYPE C Cattle Feed
Medicated

Calves, beef, and non-lactating dairy cattle. For the prevention of coccidiosis caused by Eimeria bovis and E. zuemii:
for treatment of bacterial enterifis caused by E. colf and for bacterial pneumonia caused by P. mulfocida organisms

] susceptiblé to chlortetracycline.

Active Drug Ingredients*
13.6 to 27.2 g/ton*

DBCOGUINALE ....ee ettt eeree e e e e eaeeese e e s craeeaeeaasseareenasararasassnesntseessns s snsnnssnranneeeetaranan
Chlortetracycline (@s hydroChloride) .........ocoo it e 500 to 1000 g/ton™
Guaranteed Analysis
Crude protein, NOLIESS than ...ttt e ee e semeae e e e s vt s e menteeesmnneasameseeaennns %
Crude fat, NOIESS TNAN ..o e e e e v et ee e st ee s e et e anearaten s eaeeene rsseessensenssmnnanen %
Crude fiber, NOt MOTE than ... ereeee e s e reeeeeeneasd etransteraaraieasesieasannrraseaserarnnsrnnnnronnn %
CalCium, NOLIESS HhAN ... . it ee e e e s eseesstesseer s e eesrmssmtaseeseeesmeseanseserananes %
Calcium, NOT MIOTE BNAN ...ttt ree e s e e e es e sasas s nessssssnnssasesa sesmesasaeas st senesaneaean %
Phosphorus, not less than............ Heeteesteeesarereesersnre e rareae e e s e et st r e s e e s e ta et ot s et e st Rt e e e easne et e neas anaans %
Potassuum DO IESS AN <.t rteee e e e e st sen s e aen s e e sa e e s eraesomanesanaas %
Salt NIOLESS BRAIN .ottt e et s e aassates s natea s st s s e e et e s s s e tentsamseeraeos %
ST, MO MIOTE tIAM..o.- e ee e ee e e eeeseeeeseessesseseesseesesssessess s sesesmeeses s e eseeesereeesssssmene Y%
SOOI, NOTIBES THAM ..t re e e et ee e esee e e s e aan s e et etemmt e e e smemeneesmneaasanas soasanne %%

%

'if added.
25hall be guaranteed only when total sodium exceeds that furnished by the maximum salt guarantee.

Ingredients
Ingredients as defined by AAFCO

Feeding Directions
Provide this Type C medicated feed to confined cattle to treat bacterial enteritis and/or pneumonia while preventing
coccidiosis. Feed at a rate of 1g chlortetracycline per 100 b body weight/day and 22.7 mg decoquinate per 100 Ib of
body weight/day for not more than 5 days. When it is fully consumed, resume feeding 22.7 mg decoquinate per 100

~Ib of body weight/day for a total of 28 days to prevent coccidiosis. The following table prowdes examples of feeding

“rafes and amount of drug per ton of feed.

Animal Wt. | Feed Intake | Lbs Feed Decoquinate -{-  Chiortetracycline, ) -
(ibs) {% Body Wt) | Per Head {grams/ton) {grams/ton)
/Day

2 12 22.7 1000
600 3 18 15.1 667

2 20 22.7 10Q0
1000 3 30 15.1 667

2 30 22.7 1000
1500 3 45 15.1 667

-Withdraw at least 24 hours prior to slaughter. A withdrawal period has not been established for this
product in pre-ruminating calves. Do not use in calves to be processed for veal. Do not feed to cows

producing milk for food.

Warning:

NET WEIGHT ON BAG OR BULK

Blue Bird Feed Mill
Robin, IN 12345

*Final printed label on formulated Type C Medicated feed must bear a single concentration for each drug. The ratio between
chiortetracycline and decoquinate must be 44:1.
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Type B Cattle Feed
Medicated

Calves, beef and non-lactating dairy cattle. For the prevention of coccidiosis caused by Eimeria bovis and
E. zuernii, for treatment of bacterial enteritis caused by Escherichia colf, for bacterial pneumonia caused by

Pasteurella multocida organisms susceptible of chlortetracycline.

Active Drug Ingredients*
535.8 to 5,440 g/ton

DECOGUINALE.....c. ettt ettt ea et eae s e st e e s s ens e en e s e
Chlortetracycline (as hydrochlornide) ........ccoooviee oot 6,700 to 80,000 g/ton
Guaranteed Analysis
Crude Protein, NOLIBSS thaN . .c..ooee e et e e et et e e e e e ee e eeor e s s emrens %
Crude fat, NOLIESS thaN ... ...t e et r e e e ee e e e en s %
Crude fiber, MO MO taN ..ottt e et e e ee e e s saar e %
CalCIUM, NOLIESS tNAN.....oo et e e et ea et e e e e e e e v ae et e e e e e eesereneaee e e mnen %
Calcium, not more than ..o et earerereeeesiaetesrmeeieeeseanmtetteeesieeneeeesenaresaannnnaenes %
Phosphorus, NOLIESS than ... ... ettt et s %
Potassilum, MO IESS TaN........coieieeeeeeeeee ettt ee e e e ee e e e e eereee e eee s e e saseene s eesnmesas %
S, NOLIESS thAN ..ottt es et e e e e e ee et e e e en e e e e es e et eneemes e %
Salt", NOEMOTE TEN oot e et et et e e e s eeeesene e e e s nenmeeenesansseean %
SOUIUMZ, NOLIESES TNAN ..ot ee e e es s ee e e s s eem s e e e e s e s e e e e se e eme s e s s eee e s ee s %
SOAIUM, MOt MIOTE thAN ...ttt eee et e ee ettt st e e e e vaseeeeee s s easeem e e s e seeseseeeesareen %
1If added.

2Shall be guaranteed only when total sodium exceeds that furnished by the maximum salt guarantee.

Ingredients
Ingredients as defined by AAFCO

Mixing and Feeding Directions .
In order to treat cattle for bacterial enteritis and/or pneumonia while preventing coccidiosis, mix this Type B
medicated feed with non-medicated feed ingredients to manufacture one ton of complete cattle feed:
containing 13.6 to 27.2 grams decoquinate and 500 to 1000 grams chlortetracycline. The resuiting Type C
medicated feed should be fed at a rate to provide 1g chlortetracycline per 100 Ib body weight/day and 22.7
mg decoquinate per 100 Ib of body weight/day daily for not more than 5§ days. When this Type C medicated
feed is fully consumed, resume feeding 22.7 mg decoquinate per 100 Ib of body weight/day for a total of 28
days to prevent coccidiosis. The following table provides examples of mixing rates.

Type B, gramsiton Lbs Lbs. Type C, grams/ton
Type B Per Non-Medicated Feed ‘
Decoquinate CTC Ton of Feed Per Ton Decoquinate CTC
568 25,000 80 . 1920 2.7 .. 1000
1136 50,000 40 1960 22.7 1000
Warning

Withdraw at least 24 hours prior to slaughter. A withdrawal period has not been established for
this product in pre-ruminating calves. Do not use in calves to be processed for veal. Do not feed

to cows producing milk for food.

NET WEIGHT ON BAG OR BULK

Blue Bird Feed Mill
Robin, IN 12345

*Final printed label on formulated Type B Medicated feed must bear a single concentration for each

medicated article.
0008R1
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Medicated

Calves, beef, and non-lactating dairy cattle. For the prevention of coccidiosis caused by Eimeria bovis and E. zuemii,
for treatment of bacterial enteritis caused by E. coli and for bacterial pneumonia caused by P. mulfocida organisms

- susceptible to chiortetracycline.

Active Drug Ingredients*

DEBCOGUITIBLE .ottt et it st e e eecebe e s sas s s be s e e e s s a et e s st snt s eanas S antesmar e sb e e s e sa s e m et 13.6 to 27.2 gfton™
Chlortetracycline (as hydroChlOndE) .......ccceieviirieeriieii sttt 500 to 1000 g/ton*
Guaranteed Analysis
Crude protein, NOLIESS than ..ot ettt et s s e e %
[07 10 (e [=X =1 M 4 o1 R (=T 2 =L WU OO SO U U O U %
Crude fIDEE, NOT INOIE thAM ccoeeeeievieeeeeee et er e iermeaasseact e aassean s s eceses st e ssmrssasssnnseessnsanreasonssnsnsbannnn %
CalCitm, NMOLIESS HhAN ... et ereerrma e eease e s arra s eaeeeanassesestansnstre nsscarsossesrasarasantonsassessntnnssases %
Calcium, NOL MOFE M eeee e cieieee e cecenrrtree s reerrasns e cesra s arsraeesstsnessssmsassnessaaetesnnsstanrernnssssasssnsaaranss %
Phosphorus, not less than............ coeeee st ten e et n e eR e et e r e san it nR SR A AT e b e AR A A e s e reRe R Sre s e e e an e estee s satat %
Potassium, NIOLIESS THAN .. cceereeeeeeie et trettrtsset e rretaere e reerseaeraeease s s snaseaeaees samnnmesan seeaes serts s narasnbseseanen %
Sait NOT ESS tAN <. ciieeicerirtieereeeeracc v ntntsreramsaeatanareassessraasesas s snnssesereenmnannermteseenassarsenssasrannnrarasen %
Salt', not 11701 (= (£ T=1 2 OO U U SRS OY %
Sodlum NOE IESS thAM ... ecrceeeeccrreeecivees et re e e et esseeseaase s nsaeomc s e aa e bbesaesassennenssasararnsnsanan %
Sod:um2 NIOL ITHOTE fhBN ... . i eceeerieerieee et eteee s i seessesbeaasesssssassesnserasassassnsannssss sunmses hsssnnsssssionsareasesssmssnssnsssnssssnssssssnannne %

'if added.
2shall be guaranteed only when total sodium exceeds that furnished by the maximum salt guarantee.

Ingredients
Ingredients as defined by AAFCO

Feeding Directions
Provide this Type C medicated feed to confined cattle to treat bacterial enteritis and/or pneumonia while preventing
coccidiosis. Feed at a rate of 1g chlortetracycline per 100 Ib body weight/day and 22.7 mg decoquinate per 100 Ib of
body weight/day for not more than 5 days. When itis fully consumed, resume feeding 22.7 mg decoquinate per 100
.1b of body weight/day for a total of 28 days to prevent coccidiosis. The following table prov:des examples of feeding

“rates and amount of drug per ton of feed.

Animal Wi. | Feed Intake | Lbs Feed Decoquinate ~|-  Chlortetracycline,
{lbs) (% Body Wt) | Per Head {grams/ton} {grams/ton}
/Day
2 12 22.7 1000
600 3 18 75.] 667
2 20 22.7 10Q0
1000 3 30 15.1 667
2 30 22.7 1000
1500 3 45 158.1 667

Withdraw at least 24 hours prior to slaughter. A withdrawal period has not been established for this
product in pre-ruminating calves. Do not use in calves to be processed for veal. Do not feed to cows

producing milk for food.

Warning:

NET WEIGHT ON BAG OR BULK

Blue Bird Feed Mill
Robin, IN 12345

*Final printed label on formulated Type C Medicated feed must bear a singie concentration for each drug. The ratio between
chiortetracycline and decoquinate must be 44:1.
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