TETRA-BAC 324- tetracycline hydrochloride powder, for solution
Huvepharma, Inc

NDC 23243-3000-9
TETRA-BAC® 324

(tetracycline hydrochloride)
Soluble Powder
Antibiotic

CAUTION: Federal law restricts this drug to use by or on the order of a licensed
veterinarian.

Each pound contains 3249 of tetracycline hydrochloride.
FOR USE IN ANIMALS ONLY

KEEP OUT OF REACH OF CHILDREN

Restricted Drug (California)-Use Only as Directed
Approved by FDA under ANADA # 200-049

NET WEIGHT:
5 Ib (2.279)

INDICATIONS: For use in the control and treatment of the following conditions in
swine, calves and poultry.

SWINE AND CALVES: Control and treatment of bacterial enteritis (scours) caused
by Escherichia coli and bacterial pneumonia associated with

Actinobacillus pleuropneumoniae, Pasteurella spp., Klebsiella spp. susceptible to
tetracycline.

RECOMMENDED DOSAGE LEVEL: Use soluble powder in the drinking water at a
drug level of tetracycline hydrochloride per gallon to provide 10 mg/lb of body weight
per day in divided doses.

RESIDUE WARNING: SWINE- Do not slaughter animals for food purposes within 4
days of treatment. CALVES- Do not slaughter animals for food purposes within 5 days
of treatment. A withdrawal period has not been established for this product in pre-
ruminating calves. Do not use in calves to be processed for veal.

CAUTION: Do not use for more than 5 consecutive days.
DIRECTIONS FOR USE: Administer for 3-5 days.

CHICKENS: Control of chronic respiratory disease (CRD) and air sac disease caused
by Mycoplasma gallisepticum and Escherichia coli; infectious synovitis caused
by Mycoplasma synoviae sensitive to tetracycline hydrochloride.

RECOMMENDED DOSAGE LEVEL: CRD and air sac disease: Use soluble powder in the
drinking water at a drug level of 400-800 mg tetracycline hydrochloride per

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

TURKEYS: Control of infectious synovitis caused by Mycoplasma synoviae;



bluecomb (transmissible enteritis, coronaviral enteritis) complicated by organisms
susceptible to tetracycline hydrochloride.

RECOMMENDED DOSAGE LEVEL: Infectious synovitis; 400 mg

tetracycline hydrochloride per gallon of drinking water. Bluecomb; 25 mg/lb body weight
of tetracycline hydrochloride per day in divided doses.

RESIDUE WARNING: Do not slaughter birds for food within 4 days of treatment.

CAUTION: Not for use in turkeys or chickens producing eggs for human consumption.
Do not use for more than 14 consecutive days.

DIRECTIONS FOR USE: Administer for 7-14 days. Medicate at first clinical signs

of disease or when experience indicates the disease may be the problem.

GENERAL CAUTION: Prepare fresh solutions at least once a day. Solutions are not
stable

for more than 24 hours. Use as a sole source of tetracycline. Diagnosis should be
reconsidered if improvement is not noticed within 3 days. The concentration of drug
required in medicated water must be adequate to compensate for variations in the age
and class of animals; feed consumption, and environmental temperature and humidity,
each of which affects water consumption.

Manufactured for

Huvepharma, Inc. Made in Bulgaria
525 Westpark Dr., Suite 230
Peachtree City, GA 30269 ® Registered trademark of Huvepharma, Inc.

MIXING DIRECTIONS:

FOR SWINE, CALVES AND TURKEYS: Add one level scoop (1.26 0z) to 250 mL (8.5
oz) of

warm water and dissolve. This will provide stock solution of 100 mg/mL of tetracycline
hydrochloride. FOR TURKEYS ONLY: This stock solution when metered at
approximately

1 oz per gallon, will provide drinking water containing 2,957 mg of tetracycline
hydrochloride activity per gallon.

The contents of the enclosed scoop are sufficient to deliver the recommended
daily dosage levels as follows:

At 25 mg/Ib of body weight 1,020 total Ibs of turkey to be medicated
At 10 mg/Ib of body weight 2,550 total Ibs of swine or calves to be medicated

Individual calf treatment 5 mL (1 measuring teaspoon) twice daily for each 100 Ibs
of body weight administered as a drench or by dose syringe

CHICKENS AND TURKEYS: To arrive at the recommended dosages, prepare stock
solutions as follows and meter into the drinking water at 1 oz per gallon.

200 mg/gallon - dissolve 1 level scoop (1.26 0z) in 3,785 mL warm water (1 gallon)-
Provides 128 gallons medicated drinking water.

400 mg/gallon - dissolve 1 level scoop (1.26 0z) in 1,892 mL warm water (0.5 gallon)-
Provides 64 gallons medicated drinking water.

800 mg/gallon - dissolve 1 level scoop (1.26 0z) in 946 mL warm water (0.25 gallon)-
Provides 32 gallons medicated drinking water.



SPECIAL DIRECTIONS FOR BABY CALVES AND BABY PIGS: Administer this
product one

hour before or two hours after feeding milk or milk replacers. Provide clean
(unmedicated)

drinking water at all times. NOTE: When using a watering trough, this product is to be
administered twice a day in the drinking water of swine, calves and poultry. One-half of
the

recommended daily dosage level of antibiotic is to be consumed during each
administration

period, thus providing the drug in divided doses.

The contents of this container (5 Ib) will provide sufficient drug to treat 162,000 total
pounds of swine or calves for a single day at the recommended dosage level of 10 mg/lb
of body weight in divided doses. Or the contents of this container will treat 64,800 Ibs of
turkeys when supplied at 25 mg/lb or at 200-800 mg/gallon will provide 2,025 to 8,100
gallons of medicated drinking water for chickens or turkeys.

To report suspected adverse drug events, for technical assistance or to obtain a copy
of

the Safety Data Sheet, contact Huvepharma, Inc., at 1-877-994-4883 or
www.huvepharma.us. For additional information about adverse drug experience
reporting for animal drugs, contact FDA at 1-888-FDA-VETS or
http://www.fda.gov/reportanimalae.

Store between 59-779F (15-252C)
LB6262v2TetraB-324wsp2.27-USA062024
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INDICATIONS: For Lse in the control and treatm ent of the following conditions in swine,
calves and poulty.

SWINE AND CALVES: Control and treatment of bacterial enteritis (scours) caused by
Escherichia cofiand hacterial pneumaonia associated with Actinobacilius
pleuropneumaniae, Pasteurelia spp., Klebsielfa spp. susceptible to tetracycline.

0 MMENDED DOSAGI

REC El E LEVEL: Uise solLble powder in the drinking water ata drug
level nftetratythne hydrochloride per gallon to provide 10 mg/lb of body weicht per day
in divided dose:

within4 days of treatment, CALVES - Do net slaughter animals for foo
purposes within 3 days of treatment. A withdrawal peried has net been
establistied for this praductin pre-ruminating calves. Do not use in calves
to be processed for veal.

CAUTION: Do not use for more than 5 consecutive days.

DIRECTIONS FOR USE: Administer for 3-5 days.

GHIGKENS: Control of chronic respiratory disease (CRD) and air sac disease caused by
Mycoplasma gallisepticum and Escherichia cofi; infectious synovitis caused by
Mycoplasma synvwae sensmve tn tetracyeline hydrochleride.

RECO MMENDED DOSAGE L: CRD and air sac disease: Use soluble powder in the
drinking water at a drug \eve\ an]l] 800 mg tetracycline hydrechloride per gallon.
Infectious synovitis: Use soluble powder in the drinking water at a drug level of 200-400
mg tetracycline ydrochioride per gallon.

o
RESIDLIEWARNINE SWINE - Do not slaughter animals for food purposes {
d

TURKEYS: Conitrol of infectious synovitis caused by Mycopasma synovize; bluecomb
(fransmissible enteritis, coronaviral enterifis) complicated by organisms susceptible to
tetracyeline hydrochloride.

REGOMMENDED DOSAGE LEVEL: Infec tious synovi is; 400 mg teracycline
hydrochloride per gallon of drinking water. Bluecomb; 25 moAb hody weight of

tetrac yeline hydrochloride per day in divided doses.

RESIDUE WARNING: Do not slaughter birds for food within 4 days
of reatment.

CAUTION: Mot for use in turkeys or chickens prndumng eggs for human consumption.
Do niotuse for mare than 14 consecu five day

DIRECTIONS FOR USE: Administer for 7-14 nays Medicate at ﬂrsttlma\ signs of
disease or when experience indicates the disease may be the prol

NDC 23243-300-09

TETRA-BAC® 324

(tetracycline hydrochloride)

Soluble Powder
Antibiotic
CAUTION: Federal law restricts
this drug to use by or on the order
of @ licensed veterinarian.
Each pound contains 3249 of tetracycline hydrochloride.
FOR USE IN ANIMALS ONLY

KEEP OUT OF REACH
OF CHILDREN

Restricted Drug (California)-
Use Only as Directed

Approved by FDA under ANADA # 200-049

NET WEIGHT:
5 Ib (2.27kg)

MIXING DIRECTIONS:
FOR SWINE, CALVES AND TURKEYS: Add ore level scoop (1.26 oz) to 250 mL (3.5 oz) of
warm water and dissolve. This will provide stock solution of 100 mg/mL of tetracycline
hydrochloride. FOR TURKEYS ONLY: This stock solution when metered atapproximately
1 0z per gallon, will provide drinking water containing 2,957 mg of tetracycline
hydrochloride activity per gallon.
The contents of the enciosed scoop are sufficient to deliver the recommended
dally dosage levels as follows:
AL 25 my/lbof body weight 1,020 total Ibs of turkey to be medicated
A0 mo/lbof body weight 2,550 total Ibs of swine or calves o be medicated
Individudl calf treatment 5 mL 1 measuring teaspeonful} twice daily for each 100 lbs
of body weight administered as a drench or by dose syringe
CHICKENS AND TURKEYS: Ta arrive at the recommended dosages, prepare stock
solutions as follows and meter into the drinking water at 1 az per gallon.
200 mo/gallon - dissolve 1 level scoop (1,26 0z) in 3,785 mL warm water (1 gallon) -
mvides 128 galons medic ated drinking waer,
400 myfgalion - mssn\vm Jevel scoop (1.26 0z) in 1,892 mL warm water (0.5 galion)-
jes 64 gallons medicated dri nk\ water,
800 mo/gallon - mssn\vm level secop (1. 26 02) in 946 s 0.25 galon)-
Provides 32 gallons medicated drinking water.
SPECIAL DIRECTIONS FOR BABY CALVES AND BABY PIGS: Administer this product one
hour before or two hours after feeding milk or milk replacers. Provide ¢l ean (Lnmedicated)
drinking water atal times. NOTE: When Lsing a watering reugh, this productis o be
administered twice a day in the drinking water of swine, calves and pouliry. One-half of the
recommended daily dosage level of antibiotic is to be corsumed during each administration
period, thus providing the drug in divided doses.

The centents of this container (3 [b) will provide sufficient drug te treat 162,000 total
pounds of swine or calves for a single day at the recommended dosage level of 10 mg/lh
of hody weight in divided doses. Or the contents of this container will reat 64,800 Ibs of
turkeys when supplied at 25 mg/b ar at 200-800 mg/gallen will provide 2,025 to 8,100
gallens of medicated drinking water for chickens or frkeys.

Torepert suspected adverse drug events, for technical ass\stam;e nr m nmam a copy of
the Safety Data Sneet, confact Huvepharma, Inc., at 1-877-4

. huvepharma.s. For adgitienal information about am/erse nrug m{per\ence
reporting for animal drugs, contact FDA at 1-838-FDA-VETS ar
hitp:/Awaww. fda.gov/repartanimalae.
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GENERAL CAUTION: Prepare fresh solufions atleast once a day. Solutions are not stable TARE THE
for mare: than 24 hours. Use as a sole source of tetracycline. Diagnosis shoLld he Store hetween 50-86F (15-30°C)
reconsidered if improvem ent is not neticed within 3 days. The concentration of drug T.3397-09
required in medicated water must be adequate to compensate for variations in the age Rev. 022021 OMSEVELLE
and class of animals; feed consumption, and ervironmental temperature and humidity, . DIRECTIONS
each of which affects water consumption. LTHo —
o
Manufachured for o0
Huvepharma, Inc. o
525 Westpark Dr, Suie 230, :2 HUVEPHARMA
Peachires City, GR 30260 Registered trademark of Huvephama, Inc. 4
INPIcAa?mDHS II:r«yr usa in the corrrol and treatment of the following conditions in swine, NDC 23243-3000-0 IIIXING DIéEB‘I’Il)lIS:
calves

SWINE AND CALVES: Control and treatment of bacterial enteritis (scours) caused by
Escherichia colf and bacterial pneummla assaclated with Actihobaciiius
pieurgpneumonias, Pestoursiiaspp., Kisbaieiaspp. susceptible to tefracycline.
RECOMMENDED DOSAGE LEVEL: Use soluble powder In the drinking water at a drug
lavel of tatracyeline hydrochloride per gallon to provide 10 mg/b of body weight per day
in divided doss.

llllBUE WARNING: SWIHE Do not slaughter animals for food purposes

within 4 days of treatment. GALVES - Do rot slaughter animals for food
rposes within days treatment. A withdrawal period has not been

sstabllshed for this product In pre-ruminating calves. Do not use In calves.

o be processed for veal.
GAUTION: Do not use for more than 5 consecutive days.
DIREGTIONS FOR USE: Administer for 3-5 days.
CHICKENS: Control of chronic respiratory dlsease (CRD) and alr sac disease caused by

and Escherichia ctious svn caused by
Synovige sensitive to tetracycline hydmc ride.

RECOMMENDED DOSAGE LEVEL: CRD and alr sac disease: Use soluble powder In the
drinking watter at a drug level of 400-800 my tetracycline hydrochioride per galion.
Infectious synovitls: Use soluble powder In the drinking water at a drug level of 200-400
my tetracycling hydrochloride per gallon.

TURKEYS: Control of Infectious synowvitis caused by Mycopiasma synoviae; bluecomb
(ransmigsible entaritis, coronaviral enteritis) complicated by organisms susceptible o
Mmcycllne hydrochloride.

RECOMMENDED DOSAGE LEVEL: Infectious synovitls; 400 myg tetracycline
fydrochloride per gallon of drinking water. Bluecomb; 25 mg/1b body weight of
tetracycline hydrochieride per day In divided dases.

RBlDUE WAIIHIHE: Do not staughter binds for food within 4 days

CAUTION: Not for use In turkeys or chickens producing eggs for human consumption.
Do not uss for mors than 14 consecutive d:

DIRECTIONS FOR USE: AdmInister for 7-14 days. Medicate at first clinical signs of
disease or when experience indicates the dissase may be the problem.

GENERAL CAUTION: Prepare fresh solutions at least once a day. Solutions are not stable

for morg than 24 hours. Use as & sols sourca of tetracyclin. Diagnosis should be

reconsldered If improvement Is not noticed within 3 days. The concenration of drug

required in medicated water must ba adequate to compensate for variations in the ags
and

and class of animals; feed and humidity,
each of which affects water consumption.

Manufactured for

Hurvepharma, Inc. Made In Bulgaria

525 Westpark Dr., Suile 230

Peachtree Clty, GA 30269 * Registered trademark of Huvepharma, Inc.

TETRA-BAC®324

(tetracycline hydrochloride)

Soluble Powder
Antibiotic
CAUTION: Federal law restricts
this drug to use by or on the order
of a'licensed veterinarian.
Each pound contains 324g of tetracycline hydrochloride.
FOR USE IN ANIMALS ONLY

KEEP OUT OF REACH
OF CHILDREN

Restricted Drug (California)-
Use Only as Directed

Approved by FDA under ANADA # 200-049

NET WEIGHT:
5 Ib(2.27kg)
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GALVES AND TURKEYS: Add one mop(IZan)hZEOmL(BSnl)ﬂ
wulm waw and dissolve. This will provide stock solution of 100 mg/mL of tetracycline
hydroc! TURKEYS ONLY: This stock solution when metered at approximately
1oz per uallon, will pmvlde dnnldng ‘wiater contalning 2,957 mg of tetracycline
hydmcnlnnde activity per gallo

Iydonoslwslxufnl
Mhdmﬂlweldﬂ 1,020 total Ibs of turkey to be medicated
MIOthdmﬂ[vmlﬂﬂ Zsﬁﬂtﬂhllmvfmmurmhbﬂ medicated
Individual calf reatment 5 mL (1 maasuring taaspoonful) twice daily for sach 100 Ibs
hody ht administsred as & dranch or by dose syringa
CHICKENS AND TURKEYS: To arrive at the recommended dosages, prspnrsslwx
solutions a3 follows and mater into the mnkmq ‘water at 1 oz per gallon.

200 mg/gallon - dissoive 1 lavel scoop {1.26 0Z) in 3,785 meumwm(I gallon)-
ides 128 gallons Ing %
400 mg/gallon - dbsolvﬂ Iw:‘alhn; .26 0Z) In 1,892 mL warm water (0.5 gallon)-
800 mg/gallon - dmlvﬂ Iw:‘alh .26 0 hmme:nnwamr(nzsualhm-
ns

SPECIAL DIIIEGHDIIS FOR BABY CALVES AND BABY FIS& Mmlnls‘ler this product one
hour before or two hours after feeding milk or milk replacers. Provide clean (unmedicated)
drinking water at all times. NOTE: Whan using a wataring frough, this product Is to be
administered twica a day in mn xtinkmg veater ofsmns, nlvss and pnumy One-half of the

period, thus prvvldllo the d drug in dMM doses.

The contents of this container (5 Ib) will provide sufficient drug to treat 162,000 total
pounds of swine of calves for a single day at the recommended dmﬂa level of 10 mg/lb
of body waight in divided dosss. Or the contents of this container will treat 64,800 Ibs of
‘turkeys when supplied at 25 mullh or at 200-800 mgluallm will provide 2,025 to 8,100
gallons of medicated drinking water for chickens or furkeys.
To report uspected ‘adverse drug events, for technical mlslance or to obtaln a copy of
Sa!ely Sheet, contact Huvepharma, Inc., at 1-877-984-4833 or
‘www.huvepharma.us. For additional Information about aﬂverse drug experlence
repomnn for animal drugs, contact FDA at 1-888-FDA-VETS or —_—
hitp://www.fda.gov/reportanimalae.

TAKE TINE
Store between 53-77°F (15-25° C).

BSERVE LASEL
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TETRA-BAC 324

tetracycline hydrochloride powder, for solution




Product Information

Product Type PRESCRIPTION ANIMAL DRUG Item Code (Source) NDC:23243-3000
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TETRACYCLINE HYDROCHLORIDE (UNIl: P6R62377KV) (TETRACYCLINE -  TETRACYCLINE 324 ¢
UNII:F8VB5M810T) HYDROCHLORIDE in 453.6 g
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:23243-3000-9 2268.0 g in 1 PAIL

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANADA ANADA200049 02/19/2021

Labeler - Huvepharma, Inc (619153559)

Revised: 3/2025 Huvepharma, Inc



