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FREEDOM OF INFORMATION SUMMARY
ORIGINAL ABBREVIATED NEW ANIMAL DRUG APPLICATION
ANADA 200-374

TETRAMED 324 HCA
(tetracycline hydrochloride)

Water Sﬁluble Powder
Swine, calves, and;pg)uh;ry

For use in the control and treatment of certain bacterial diseases in swine, calves,
and poultry. ‘

- Sponsored by:

Cross Vetpharm Group Ltd.

A05-R00-378 - RIS ]



FREEDOM OF INFORMATION SUMMARY

. GENERAL INFORMATION:
. File Number:

. Sponsor:

US Agent:

. Established Name:
. Proprietary Name:
. Dosage Form:

. How Supplied:

.. How Dispensed:

. Amount of Active Ingredients:

. Route of Administration:\
. Species/Class:

. Recommended Dosage:

- ANADA 200-374

Cross Vetpharm Group Ltd.
Broomhill Rd.

Tallaght, Dublin, 24
Ireland ‘ ’

Drug Labeler Code: 061623

Linda M. Duple .
Director, North Amerman Regulatory Affairs
Bimeda, Inc.

" A Division of Cross Vetpharm Group Ltd.

2836 Dolliver Park Ave.
Lehigh, IA 50557

: Tctracycl»ine« hydrochloride
TETRAMED 324 HCA

“Soluble powder -

Packet — 141.7 g (5 0z.)
Packet — 1134 g (40 o0z.)

Pail —9072 g (21b)

Pail -2.27kg (51b.)
Pail - 11.34 kg (25 Ib.)

o1C

Each pound contains 324 g of tetracycline
hydirochloﬂde 4

Oral

Swine, calves, and poultry

FOR SWINE AND CALVES
RECOMMENDED DOSAGE LEVEL: Use
- soluble powder in the drinking water at a drug

level of tetracycline hydrochloride per gallon
to provide 10 mg/Ib of body weight per day in

~ divided doses.



1. Pharmacological Category:

m. Indications:
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FOR CHICKENS

: ,RECOMMENDED DOSAGE LEVEL: CRD
-and air sac disease: Use soluble powder in the

drmkmg water at a drug level of 400-800 mg
tetracycline hydmchlonde per gallon.’
Infectious synovitis: Use soluble powder in
drinking water at a drug level of 200-400 mg
tetracycline hydrochloride per gallon.

' FOR TURKEYS

RECOMMENDED DOSAGE LEVEL:
Infectious synovms Use soluble powder in
the drinking water at a drug. level of 400 mg
tetracycline hydrochloride per gallon

~ Bluecomb: Use soluble powder in the
- drinking water at a drug level of tetracycline

hydrochloride per gallon to provide 25 mg/Ib

of body weight per day in divided doses.

Antimicrobial

For use in the control and treatment of the

- following conditions in swine, calves, and

poultry.

SWINE AND CALVES:

Use for the control and treatment of bacterial
enteritis (scours) caused by Escherichia coli
and bacterial pneumonia associated with
Actinobacillus pleuropneumoniae, Pasteurella
spp., and Klebsiella spp. sensitive to
tetracycline hydrochlamde

: CHICKENS

Use for the control of chmmc resplratory
disease (CRD) and air sac infection caused by
Mycoplasma gallisepticum and Escherichia
coli; infectious synovitis caused by
Mycoplasma synoviae sensitive to tetracycline
hydrochloride

TURKEYS:

Use for the control of infectious synovitis
caused by Mycoplasma synoviae and
bluecomb (transmissible enteritis, coronaviral
enteritis) complicated by organisms
susceptible to tetraeychne hydrochloride.
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n. Pioneer Product: TETRASURE 324; tetracycline hydrochloride;
A NADA 065-496; Boehrmgar Ingelheim /
Vetmedxca, Inc.

2. TARGET. ANLMAL SAFETY. AND DRUG EFFEC TIVENESS:

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by-the
Generic Animal Drug and Patent Term Restoration Act (GADPTRA) of 1988, an
Abbreviated New Animal Drug Application (ANADA) may be submitted for a generic
version of an approved new animal drug (pioneer product). New target animal safety and
effectiveness data and human food safety data: (other i:han tlssue residue data) are not
required for approval of an ANADA. \

Ordmanliy, the ANADA: sponsor shows the generic product is bmequwalent to the
pioneer, which has been shown to be safe and effective. If bioequivalence is
demonstrated through a clinical endpoint study, then a tissue residue study to establish
the withdrawal time for the gencnc product should also be conducted. For certain dosage
forms, the agency will grant a waiver from the requirement of an in vivo bioequivalence
study. (55 FR 24645, June 18, 1990; Fifth GADPTRA Policy Letter Bioequivalence
Guidance, revised October 9, 2002).

Based on the formulatlon characteristics of the generic product.Cross Vetpharm Group
Ltd. was granted a waiver from the requirement of an.in vivo bioequivalence study for the
generic product TETRAMED 324 HCA (tetracychne hydrochlonda) The generic
product is administered as an oral solution, contains similar active ingredients in the same
concentration and dosage form as the. ‘pioneer product and contains no inactive
mgredlents that may significantly affect the absorption of the active ingredient. The
pioneer product TETRASURE 324 (tetracychne hydroohlonde), the subject of
Boehringer Ingelheim Vetmedlca, Inc., NADA 065-496, was appreved on December 5,
1984,

3. HUMAN SAFETY:

e Tolerance for Resxdues.
The tolerances established for the pioneer product apply to the genenc product A
tolerance of 2 patts pet million (ppm) in muscle; 6 ppm in liver, and 12 ppm in fat
" and kidney is established for the sum of tetracycline residues in the uncooked
edible tissues of calves, swine, chickens and turkeys under 21 CFR 556.720. The
acceptable daily intake for total residues of tetracycline is 25 micrograms per
kilogram of body weight per day (21 CFR 556.720).

o Withdrawal Times:
Because a waiver of the in vivo bmequwalence study was granted the withdrawal
times are those previously assigned to the pioneer product (21 CFR 520.2345d).
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- The withdrawal times are 5 days before slaughter for cattle; 4 days before
slaughter for swine; and 4 days before slaughter for chickens and turkeys.

* Regulatory Method for Residues:- \
The analytical method for deteotzon of residues in tissues is the microbiological
test using Bacillus cereus var: mycozdes suspension. The method is published by
the Food and Drug Administration, “Antibiotic Residues in Milk, Dairy Products
and Animal Tissues: Methods, Reports, and ,Proxocals” rewsed October 1968,
reprinted 1974, This method is found on file at the Center for Vetermary
Medicine, 7500 Standish Place, Reckwlle, MD 20855

4. AGENCY CONCLUSIONS:

This Abbreviated New Animal Drug Apphcauon (ANADA) filed u:nder section 512(b)(2)
of the Federal, Food, Drug, and Cosmetic Act satisfies the requirements of section 512(n)
of the Act and demonstrates that TETRAMED 324 HCA, when used Bnder its proposed
conditions of use, is safe and effeotwe for its labeled mdwatlons ’

5. ATTACHMENTS:

Facsimile generic labelmg and currently approved pioneer }abelmg are attachcd as
follows: N

Generic Labeling for ANADA 200-374:
TETRAMED 324 HCA (tetracycline hydrochloride)
Packet Label — (Front & Back), 141.7 g (5 0z.)
Case Label — 24 x 141.7 g (5 oz.)

_Pail Label -907.2g(21b.)

Case Label -6x907.2g (2 Ib.)

Pail Label - 2.27 kg (5 1b.)

Packet Label — (Front & Back), 1134 g (40 0Z. )
Case Label — 10 x 1134 g (40 0z.)

Pail Label - 11.34 kg (25 1b.)

Pioneer Labeling for NADA 065-496;
TETRASURE 324 (tetracycline hydrochloride)
Packet Label — (Front & Back), 5 oz. (141.7 g)
Case Label - 50x Soz. (141.7 g) -

Pail Label -2 1b. (907.2 g)
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* (tetracycline hydrochloride) -
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GENERAL CAUTION: When used In plastic or stainless Steal waleress prepare fresh solition
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tatracyoine. Dlagnasis shavld be reconsiderad If improvement is not naticed within 3 days. The
vancentration of drtg required in medicated water must be adaqiats to Compensate for
vatfations in the age and class of animals, feed constmption, and environmentz! femperature and
humidily, sach of which affacts walsr consamption.

TetraMed™ 324 HCA
(tetracycline hydrochloride)
Soluble Powder

FOR SWINE, CALVES AND TURKEYS: 252 oz. (wo scoops) dissalved in 500 mL
(awmximmy 17 1. o2) of warm water will provide a stock sohmon ol 100 mg of
ﬁmamlkm Bydrochioride activily per mL.

TURKEYS ONLY: This stock solulion when mstered at appro:amiy 1 0z, por gallon
wiﬁ provide dﬂnkmg mtat containing 2957 myg of tetracycline hydmchlonde acfivity per

galian.

The | fﬂ%mtam of two scoops are sumcxem to deliver the recommended daily dnsaqe {avals
as follows: -

At 25 mg/b of body whight..... 2,040 total bs. of turkeys to ba medicated.
At101ngb of bodywelght ......... 5,100 folal s of swine o cafves to bo madicated. -
individual gait treatmient .......... 5 ml {1 measuring tsaspoonful} twice dafly for sach wmbs
efmmmﬁmm%Masamm urbyeosemm

mmmamﬁsamammmmeMmﬂmw
iw grepare stock soltons 25 fofiows
MZWW%}M?,&?&)MWW&@M}
Wmﬂm 2 scoops (2.52 oz.) jn 3,785 mh waren water {1 gallon)
B0 mygatlon - diassive 2 scoops (252 ur) 1n 1,89 it warm watef (0.5 gafion)

mmms
mmmﬁﬁsmm Mmammmmmmnmmmmm

‘Provide tlass (unmedicated) drinking watsr st ail fies.

NOTE: Whenusmgawmﬁncmugﬁ.mmdudismboaﬂmmmmmammm

¢ drinking water of swihe, caivas and poullry. Ong+half of the racommendad dally

: IM#M@GB!OMWWW ﬁkuspmﬂ&mﬂn

. uomusoformomﬁmﬂmmmm aach.adrinistration per
mmmmmwummammmwmmm g n divided doses. mmma:mmm:mmmmwmmm
. Wmmmmmmm mmmmmmmammﬁmmamﬁmmm

turkeys, e of 25 mpllb of 3t 200-800 mg/gaion wil
pmviﬁa wmma.smgdmatmwmmwmmmmmﬁm
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Tbosaﬁcck solutions shoud then b mmradm drinking water 2t spprodimately 1oz
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FERME;: TA.
AMMAL HEAH’H

E Tetracyciane“Hydmch!ende So ub e Powder
| Anttbmtxc

Each5.0z padsétmntains 101.2gof tetréeysime?hydroéhlbride

\ FOR USEIN AN{MALS ONLY
KEEP OUT OF REACH OF CHILDREN-

'NADA 065-496, Appraved by FDA
Net Weight: 5 0z (141.7 g)




mmmmmmmmmmamwmwmmmmmm
: SWINEAND CALVES

*mmmmmmmuwmmmwmmmmmmmmmwm

- pletropnenmontas, Pastetiroita sori-and Klebalstia agh, stnsfive t tarecycling hysichionde.

mmmmmmmmmhmmwwwmwammmmwmmmmem

body welglit per day In divided doses.

wmnmaswm—mmwmmmmmmmamdmm K

, CALVES—~Do ot skugihtsr animals for-food purposes with 5 days o trsatment.
Ammmmmmmummw&mmum
mm:mmmwmwmsdfwm

munmnoaotweformﬁm5wwﬁvedays

mmasmus&mmwrw&ys

CHICKENS
ANDICATIONS: mumwmmwmwmmamwmmmw Eacherichi coll infactious
memmmhmw

mmmmmmarmm wmmnmmmmsmwu aeoaoommywm
memmmwmmmmm&mmmmdew &y&rmwm

NDICATIONS: mmmmsmmmmmmmmmmmmmmmw
mmmmmm
" RECOMMENDED DOSAGE LEVEL: mmayrm ummmmmmmmmmm

ag-tetracycfine hydrochioride per
m WWW&NMW&&MM“MMM@M%M%MMMWW

P> earui: Do o sauge s oo witi 4 s ofveateet. E o B |

wnmmhruwmmwummmuhmwmwmmwmmumm

mmxmmmuﬁum mammmam«mmmmmmmmmm
GENERAL CAUTION -

mmmummam sqzmmmmummmmwmmmgmm Diagrosis: should be

Wammmmmammmdm rotuired It medicatad water st bp mmmmmmﬁcmm

mmmwmum mmm. mmwwmm,mammmwm

- MENG DIRECTIONS
mmmmmuwmammmmmmwuﬁwo;mmmmammmmma
MBMMW&MWM*%M&MWWKW&?&WWMWM
mmszmemwmwm '

Tmmmsnimsw,arewmm WMWMmm
£3:25 mg/ls-of body welght, . 4WWM«M&MW
A0/ of body weight .. 10,120 totaf s of swing-or calves tbe medicated.
Wmﬁmﬁ smﬁmmwws}mmmmmammmmmwmwwmm
mmmumrommmwmmmmmm»wm :
e
L wWarm .
saomgm»—mo;ve1mﬁmm7wmummﬂm -
mmmmmnmmmmmwmmmm
MWWMMWWM%SNW&MNMWW
SPECIAL DIRECTIONS RBABY CALVES AND BABY 165
Mmm&ammmmmammmmmmwmummmmmmmngwmm
mwmmawamngw mmsmmmmmawmmmmwm mmpmy Orig-hatf of the
mmmmwammwwmm dlring bach adtministration pecod, mmmamm‘n m%addoses
W‘Wmmmﬂa) USEMUSD@&GTEO '
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Fermanta Animal Healt Co. : A, : DSF-8648 9412
Kansas Clty, MO 64153 <

FERMENTA,.
ANIMAL HEALTH -




FERMENTA.
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trasfsURE 324

Tétracychne Hydroch loride S@iub e Powder
Antrbtottc

‘ Each Soz packet ccntams 101 2 g of tetracyckne hydmchfaﬁde

FORUSEINANMALSONLY . m
KEEP OUT OF REACH OF CHILDREN T TIE ¢ ‘A@> e

i mnﬁcrms
NADA 065-496, Approved by FDA -

’ S—— s a rademark of
50 Packets 5 0z (141.7 g) Each Fermerta Animal Health Company
Fermenta Animal Health Company A A
Kansas City, MO 64153 : DSL-5420 9501 Lot No.: "Exp. Date:

900000



- 000007




