
Date of. x-oval: 

FREEDOM MARY 

ORIGINAL ABBJXEVIATE ME%V ANI c APPLrCATIoN 

AHADA 20&3’M 

For use: in the control and ~~at~e~t af certain ~~a~t~~~~,~s~~~s in swine, calves, 
and poultry. 



a. File Number: 

b. Sponsor: 

us Agent: 

c. Established Name: 

d. Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

g. How Dispensed: 

h. Amount of Active Ingredients: 

i. Route of Administration: 

j . Species/Class: 

k. Recommended Dosage: 

ANADA 200+374 

Cross Vetpharm Group Ltd. 
Broomhill Rd. 
Tallaght, DuWnj 24 
Ireland : 

Drug Labeler Code: 061623 

Linda M. Drrple 
Director, No&h acrid ~~~~~to~ Affairs 
Bimedzx, Itic, 
A Division of~ross ~e~~~ Group Ltd. 
2836 Do~l~v~~~~k Ave. 
Lehigh,. IA 50557 

Soluble powder 

Packet - 141’.7 g (5 oz.) 
Packet 2 1134 g 02.) 
Pail - 907.1. g (2 
Pail - 2.27 kg ($-lb.) 
Pail - 11.34 kg (F5 Ib.) 

OTC 

Each pomd contains 324 of Wracycline 
hy~o~~o~d~ 

Oral 

Swine, calves, and poulltry 

.3jXlR fi$WljYE -CALVES 
~CO~~~~ DOSAGB LEVEL: Use 
soluble msvdq in tb@ drinkixxg water at a drug 
level af t&racyc&e hy~o~~~oride per gallon 
to protid& 10 mg/lb of.body weight per day in 
divided &ses. 
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DOS&GB LEVEL; %RD 
Use soluble powder in the 

drinking water at a ,*g love1 of 400-800 mg 
tetracycline hy~~chl~~de per. gallon. I 
Infectioys synoti~is: Us6 soluble prOwder in 
drinking water at a drugs lev@ of 200-400 ing 
tetracycline hy~uch~~~d~ per gallon. 

~ectio~s~synovi~: Use soluble powder in 
the dri&ing w#er‘ at a drug level of 400 mg 
tetracy&ne by~o~hl~de per gallon. 
Bluecomb: Use .soluble ,powder in the 
drinking water at a drug level of tetracycline 
hydrochloride p&r lpto provide 25mg/lb 
of body weight p& day in divided doses. 

1. Pharmacological Category: ~ti~~obial 

m. Indications: For use in the cor@$ol and”“treatment of the 
,followJng c&x%tion~ in swine, calves, and 
puultry. 

Sm A~~~~V~S: , 
Use ‘for the control and sealant of bacterial 
enteritis (sccmrs) c&used by Escherichia co& 
and bacterial p~~~~~ia assuciated w&b 
~~t~no~~~~~~~ ~~e~r~~~~~~i~e, Pasteurella 
spp., and ~Z~~~~~~~~ .spp, sensitive to 
tetracycline ~~~~~lo~de~ 

Use for the coat& of infe&uus synovitis 
caused by My~q$xti~ synoviae and 
bluecomb ~~~sm~ssible emeritis, coronaviral 
enteritis) compl+ated by oq$+nisms 
susceptible to tetracycline drochloride. 
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n. Pioneer Product: TETRASURE 324; t~~~y~l~ne,hy~o~hlo~de; 
NADA 06%@36; ~oe~~g~r Engelheim 
Vetmedica, ‘Inc.. 

Under the provisions of ithe Federal %ood, Drug, ~d~os~et~~ ,A@, as amended bythe 
Generic Animal Drug and P@ent Term Restoration Act (C&%DP of 1988, an 
Abbreviated New Animbl Dtig App~i~~~o~.;~~~A) may be ~~~~~e~- for a generic 
version of an approved-new animal drug (pioneer product). $@w target animal safety and 
eqfectiveuess data and human food saf@y data .(other &an tissue residue data) are not 
required for approval of,an ANADA. 

Ordinarily, the ANADA sponsor shows the ge~e~~,p~od~~ is ~~~qu~~“~~nt to the 
pioneer, which has been,sho‘%vn to,be safe and effective, ~~b~o~u~val~~e is 
demonstrated through a &ri&& endpoint study, then a @sue $x&due study to establish 
the withdrawal time for the generic produet should a&o be ~~~~~ed. For certain dosage 
forms, the agency will grant a vyaiver fromthe requ~~~~t~o~,~ iti I& bioequivalence 
study. (5.5 FR 24645, June 18, %$90; Fi”&h GADPTRA Policy Le ;. ~j~~~ivalen~e 
Guidance, revised Oetober 9,2U02). 

Based on the formulation chara@eristics of the generic p~odu~t~,~ru~~ Vichy Group 
Ltd. was granted a waiver from the’req~~rem~~ of ‘an-& Y$& bi~~uiv~e~~e study for the 
generic product TETRAMED 324 FfC& (te~~~y~~ine;~y~~~~o~~de~. T’lh@ generic 
product is administered as an oral soh&jon; ~~t~~~- simi@r a&ye ~~~~d~ents in the same 
concentration and dosage form as the,p~~n~e~,pr~~o~, and 6o~~~“~? im@ve 
ingredients that may sigHicantly &?ec&he absorption of the-active~~~edient. The 
pioneer product TETR.A$URE 324, (tetraeyehne hy~o~h~o~de~~ thi subject of 
Boehringer Ingelheim Vetmedioa, Lnc.,$TADA 065-496, was ~p~r~v~~~~~ December 5, 
1984. 

3. HUMANSAFETY: 

0 Tolerance for Rbsidufes: 
The tolerances established for the pioneer product app~~~t~,~e generic product. A 
tolerance of 2 parts per ~l~o~‘~prn~ in muscle; 6 ppm in Iiv&r, and 12 ppm in fat 

’ and kidney is established’ for the sum af tetr&y&nt= residues inin. the uncooked 
edible tissues of calves, swine, &&kens and turkeys under 21 CFR 556.720. The 
acceptable daily intake for to&l residues of te~?~~~~ine is 25 micrograms per 
kilogram of body weight per day (2 f ‘CFR 556,720). 

0 Withdrawal Times: 
Because a waiver of the irk vivc, bioequivajenee study was ante; the withdrawal 
times are those previously assigned to the pierxeer product (2 f CFR 520.2345d). 
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The withdrawal times are 5 days bef~re.sla~~ter-or ca&le; 4 days b&&e 
slaughter for swine; and 4 days before sla~g&x fgr @&ken$ ar$ turkeys. 

4. AGENCY CONCLUH@NS: 

This Abbreviated New Anim$ E&ug A~~li~a~o~ ~~~~~) tiled *de? section 512(b)(2) 
of the Federal, Food, Drug, zPnd Costietic ~&f s@isfiea the ~~~e~e~~~ of setion 5 12(n) 
of ;the Act and demonsltrrites &at TETEQUMBD 324 QCA, .wh$n us@ tier its proposed , 
conditions of use, is safe‘and” ef&x&iv~ f%+its. labeled ~~icati~~s. 

II 
5. ATTACHMENTS: 

Facsimile generic lab&ng and cwe@ly approved pinner ~?b~li~g are @ tmhed as 
follows: 

Geperic Labelin? for AN&DA 2@0-374: 
TBTRAMED 324 E&A (tetr&y&ne ~~~o~~o~de~ 
Pac&et Label - (Front & *Back), 141.7 g (5 &) 
Case Label I 24 x 14 1.7 g (5 OZ~) 
Pail Label - 907.2 g (2 16.) 
Case Label - 6 x 907.2 g (2 lb.) 
Pail Label - 2.27 kg (5 lb.) 
Packet Label - (Front & Back), 1134 g(40 qz:) 
Case Label - 10 x 1134 g (40 oz) 
Pail Label - 11.34 kg (25 lb,] 

Pioneer Labeling for NADA @$~49@ 
TIXRASURE 324 (teti&ycli& ~y~o~~~~d~~ 
Packet Label - (Front & pack), 5 oz. (J41-7 g) 
Case Label - 50 x 5 oz. (141.7 gj 
Pail Label - 2 lb, (907.2 g) 
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