SULFORAL- sulfadimethoxine oral solution solution
Dechra Veterinary Products

Sulforal (sulfadimethoxine)

Concentrated Solution 12.5%

Antibacterial for use in drinking water.

3.75¢9 sulfadimethoxine/fl.oz. / 1 Gallon (3.8L)

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

Approved by FDA under ANADA #200-251
Protect From Light - For oral use in chickens, turkeys, and cattle.
INDICATIONS:

Broiler and Replacement Chickens - Use for the treatment of disease outbreaks of
coccidiosis, fowl cholera, and infectious coryza.

Meat-producing Turkeys - Use for the treatment of disease outbreaks of coccidiosis,
and fowl cholera.

Dairy Calves, Dairy Heifers, and Beef Cattle - Use for the treatment of shipping
fever complex and bacterial pneumonia associated with Pasteurella spp. sensitive to
sulfadimethoxine; and calf diphtheria and foot rot associated with Fusobacterium
necrophorum (Sphaerophorus necrophorus) sensitive to sulfadimethoxine.

CAUTION: Store at room temperature; if freezing occurs, thaw before using. Protect
from light; direct sunlight may cause discoloration. Freezing or discoloration does not
affect potency. Prepare a fresh stock solution daily.

Chickens and Turkeys-If animals show no improvement within 5 days, discontinue
treatment and reevaluate diagnosis. Handle the recommended dilutions (chickens 0.05%
and turkeys 0.0.25%) as regular drinking water. Administer as sole source of drinking
water and sulfonamide medication.

Chickens and turkeys that have survived fowl cholera outbreaks should not be kept for
replacements or breeders.

Cattle- During treatment period, make certain that animals maintain adequate water
intake. If animals show no improvement within 2 or 3 days, reevaluate diagnosis.
Treatment should not be continued beyond 5 days.

Restricted Drug (California) - Use Only as Directed. Not for Human Use.

CONTACT INFORMATION:To report suspected adverse drug events, for
technical assistance or to obtain a copy of the Safety Data Sheet (SDS), contact Dechra
at (866) 933-2472.

For additional information about adverse drug experience reporting for animal drugs,
contact FDA at 1-888-FDA-VETS or online at http://www.fda.gov/reportanimalae

WARNINGS:



Chickens and Turkeys-Withdraw 5 days before slaughter. Do not administer to
chickens over 16 weeks (112 days) of age or to turkeys over 24 weeks (168 days) of
age.

Cattle-Withdraw 7 days before slaughter. For dairy calves, dairy heifers and beef cattle
only.

A withdrawal period has not been established for this product in preruminating calves.
Do Not Use in Calves to be Processed For Veal

DO NOT SLAUGHTER COW FOR 7 DAYS AFTER LAST TREATMENT

Dosage and Administration:

Chickens and Turkeys
Treatment Period: 6 consecutive days
Recommended Concentration: Chickens -0.05%; Turkeys -
0.025%
Chickens Add 1 floz (30 mL) to 2 gal of drinking water or

25 fl oz to 50 gal of drinking water.
Turkeys Add 1 floz (30 mL) 4 gal of drinking water or

25 fl oz to 100 gal of drinking water.
Automatic Proportioners* Stock Solution - To make 2 gal of
stock solution:
Chickens Add 1 gal of Sulforal Concentrated Solution 12.5% to
lgal of water.
Turkeys Add 2 gt of Sulforal Concentrated Solution 12.5% to 6
qt of water.
*Set proportioner to a feed rate of 1 fl 0z of stock solution per gal
of water
Dairy Calvers, Dairy Heifers and Beef Cattle
Treatment Period: 5 consecutive days
Dosage: Initial dose of 25 mg/Ib followed by four maintenance
dose

of 12.5 mg/Ib/day.
Summer Administration
Dosage recommendations for summer are based on an estimated
water intake of 1 gal of water for every 100 Ib of body weight per

day.
Sulfadimethoxine Concentrated Solution 12.5%

Daily Drinking Water Supply Initial Dose
Maintenance Dose

25 gal 1 pt (16 floz) 1 cup
(8 floz)

50 gal 1 gt (32 floz) 1 pt (16
fl 0z)

200 gal 1 gal (128 fl 0z) 2 qt

(64 fl 0z)

Winter Administration
Dosage recommendations for summer are based on an estimated




day.

water intake of 1 gal of water for every 150 Ib of body weight per

Sulfadimethoxine Concentrated Solution 12.5%

Maintenance Dose

Daily Drinking Water Supply

Initial Dose

16 gal
(8 floz)
33 gal
fl 0z)
127 gal
(64 fl 0z)

1 pt (16 floz)
1 gt (32 floz)

1 gal (128 fl 0z)

1 cup
1 pt (16

2 qt

on maintenance dose.

For individual treatment of cattle, Sulfadimethoxine
Concentrated Solution 12.5% may be given as a
drench. Administer using an initial dose of 25 mg/Ib followed by 4
maintenance doses of 12.5 mg/lb/day. One fl oz will medicated one
150-Ib animal initially and 1/2 fl oz will medicate one 150-Ib animal

STORAGE: Store at Controlled Room Temperature 15°-30°C (59°-86°F).

Manufactured for:

Dechra Veterinary Products, LLC

Overland Park, KS 66211
Rev. 05/2023

'/A.GI'NE DRUG INGREDIENT: Sulfadimethaxine,
IMACTIVE DRUG INGREDIENTS: Disodium Edetate, Sodium Besulfite, Sodium Hydroxide,
Purified Water 05,
Caution: Store &t room temperature; if freezing accurs, thaw before using. Protact
from ligit: direct sunlight may cause discoloration. Freezing or discolorabon coas not
affect potency. Prapare a fresh stock solution daily.
Chickens and Turkeys - If animals show no improvement within 5 days, discanfnue
treatmant and reavaluate dagnesis, Handle the recommended dilufions (chickens
D.05% and turkays 0.025%) as regular drinking water, Administer as sole source of
drinking water and sulfanamide medication,
Chickens and turkeys that have surdved fowd cholera outbreaks should not
be kept for replacements or breeders.
Cattle - During treatment period, make certan that animals maintain adequate water
intake. ¥ animals show no impnovement wiihin 2 or 3 days, reevaluaie degnosis.
Tregtment should nod be continued beyond 5 days.
RESTRICTED DRUG (California) - USE ONLY AS DIRECTED
Not for Human Use,
‘Warnings:
Chickens and Turkeys - Withdraw 5 days before slaugiiter.
Do not administer to chickens over 16 weaks (112 days) of age or
10 turkeys over 24 weeks (164 days) of age.
Gattfe - Withdraw 7 deys bafore slaughter,
[Far dairy cabvis, dalry haiters and baef catsa only.
A withdrawal pesiod has not been established for this product in
prenuminating cabves.
Do Mot Uise in Calves tn be Processed For Veal,
Store at Controlled Room Temperaturs 15°-30 *C (59°-86°F)

DO NOT SLAUGHTER COW FOR

7 DAYS

AFTER LAST TREATMENT

Contact Information: To report suspected adversa drug events, far technical
asgistance or to abkain a copy of the Safety Data Sheet (SDS), contact Dachra

at (BAE) 033-2472,

For addtanal 1about adverss drug reportng for animal drugs,
contact FOA at 1-963-FOA-VETS o online at ntip:/fwew.fda, povireportanimalag

Manufactured for: Dechra Vieterinary Products, Overand Park, KS 66211 USA
Rev. March 2023
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17033°415-01

NDC 17033-415-01

Protect From Light
SULFORAL
(sulfadimethoxine)
CONCENTRATED SOLUTION 12.5%
Antibacterial

Antibacterial for use in drinking water

Caution: Federal law resfricts this drug to use by or on

the order of a licensed veterinarian.

3.75 g sulfadimethoxine/fl.oz.

FOR USE IN ANIMALS ONLY

KEEP OUT OF REACH OF CHILDREN

For oral use in chickens, turkeys, and cattie

Broiler and Repfacement Chickens - Use for the freatment

of disease outbreaks of coccidiosis, fowl cholera, and
infectious coryza.

Meat-producing Turkeys - Use for the treatment of
disease outbreaks of coccidiosis and fowl cholera.

Dairy Calves, Dairy Heifers, and Beef Cattle - Use for

the treatment of shipping fever complex and bacterial
pneumonia associated with Pasfeurefia spp. Sensitive to
sulfadimethoxine; and calf diphtheria and foot rot associated
with Fusohacterium necrophorum | Sphaerophorus

necrophorus) sensitive to sulfadimethoxine,

Approved by FDA under ANADA # 200-251
Dechra

Net Contents:
1 Gallon (3.8 L)

Dosage and Administratian:
Chickens and Turkeys
Treatment Period: 6 corsecutive days
Recommended Concentration: Chickens - 0L05%; Turkeys - 025%
Chickens Acd 11l oz (30 mL) fo 2 gal of deinking water o
2651l oz ta 50 gal of drinking water.
Turkeys  Acd 11l oz (30 mi) to 4 gal of drinking water or
25 11 oz ba 100 gall of ceinking water,
Automatic Propartioners™ Stock Solution = ‘lo make 2 gal of stock solution:
Chickens And 1 nal of Sulfadimathaodne Concentrated Solution 12.5% to

1galaf
Turkeys  fAod ?qtofsuﬂaﬁmnmn«me%ﬂnemrahd Salution 12,5% to

6 ot of wabar,
*Sat proportioner to a fead rate of 1l oz of stock salution per gal of water.
Dairy Cabves, Dairy Heffers and Beef Cattle
Treatment Period: 5 corsecutive days
Dosage:  Initial dose of 25 mg/® followed by four maintenance doses

of 12.5 mpfhiday.
Summer Administration
Dosage recommendations for summer ara based on an estimated waer
inteka of 1 gal of waker for every 100 Ib of body weight per day

i i jon 12.5%

Ia?;?'u[,‘éiu”;':)"h? Initial Dose Maimenance Dose
25 gal 1 pt (16 fl oz) 1 cup i8 fi oz)
50 gal TqtiE2fiog) 1 pL{16 1l 02)
200 gal 1 gl (128 0] 2 qt (64 7l o)
Winter Administration

Dosage recommendafions for winber are besed on an estimated water
intakz of 1 gal of water for every 150 Ib of body weight per day
i ion 12.5%

Dally Drinking

Wiates Supply Initial Doge Maintenance Dose
16 gal 1pt{16f oz 1 cup I8 fioz)
33 al 1qt(32flo7) 1 pt {16 fl oz
127 gal 1 gal (128 1l az) 2 ot {64 1l 02)

For Individual treatment of catdle, Sulfadimethaine Concentrated
Sobution 12.5% may be given as a drench. Adminkster using an inftal
dose of 25 mo/b followed by 4 malntenance doses of 12.5 mp/ibday.
One fl oz will medicate one 150-1 animal Inftialy and 102 f oz will
medicate ane 150- animal on maimenance toss.

Lot #/ Exp. Date:

'SULFORAL




sulfadimethoxine oral solution solution

Product Information

Product Type PRESCRIPTION ANIMAL DRUG Item Code (Source) NDC:17033-415
Route of Administration ORAL

Active Ingredient/Active Moiety

q Basis of
Ingredient Name Strength Strength

Sulfadimethoxine (UNIl: 30CPC5LDEX) (Sulfadimethoxine - " ] ;
UNII: 30CPC5LDEX) Sulfadimethoxine 125 mg in1 mL
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:17033-415-01 3785 mL in 1 JUG
Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date

ANADA ANADA200251 05/30/2023

Labeler - pechra Veterinary Products (362142734)

Revised: 5/2023 Dechra Veterinary Products
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