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Approved by FDA under NADA# 141-299
300 mg/16.5mg/mL | Sterile

For i ing dai i i older ori

veal.

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

DESCRIPTION: RESFLOR GOLD" is indicated for treatment of bovine respiratory disease (BRD) associated with Mannheimia haemolytica, Pasteurella multocida,

y cattle.
INDICATION: RESFLOR GOLD" is indicated for treatment of bovine respiratory disease (BRD) associated with Mannheimia haemolytica, Pasteurella multocida,

DOSAGEAND ADMINISTRATIDN RESFLOR GOLD" should ini jection at a dose rate of 40 mg i body weight and
ight (6mL/100 1b). ister more than 10 mL at each site. jecti i i i than
Forthe 500 mL vial, do not 20times.
RESFLOR GOLD' Dosage Guide*
Animal Weight (Ibs) DOSAGE (mL) ion Location
100 60
200 120
300 18.0
400 240
500 30.0
600 360
700 420
800 480
900 540
1000 60.0
*Do not administer more than 10 mL at each site.
inani flunixin.

WARNINGS: NOT FOR HUMAN USE. KEEP OUT OF REACH OF CHILDREN. This product contains material that can be irritating to skin and eyes. Avoid direct
contact with skin, eyes, and clothing. In case of accidental eye exposure, flush with water for 15 minutes. In case of accidental skin exposure, wash vith soap and
water. Remove contaminated clothing. Consult a physician if irritation persists. Accidental injection of this product may cause local irritation. Consult a physician
immediately. The Safety Data Sheet (SDS) contains more detaled occupational safey information. For customer servie, adverse ffectsreporting, andior a copy
of the SDS, call 1-800-211-3573. For additional information about ad d for animal drugs, contact FDA at 1-888-FDAVETS, or http://
www/fda.govireportanimalae.

PRECAUTIONS: As a class, cyclo-oxygenase inhibitory NSAIDs may be associated with gastrointestinal, renal, and hepatic toxicity. Sensitivity to ﬂmg-assuc\'aleﬂ

adverse events vries with the individual patient. Paients at greatest isk for those that on or

renal, andior Concurrent administration of potentially nephrotoxic be carefully monitored. NSAIDs may inhibit the

prostaglandins that maintain normal homeostatic function. Such anti-prostaglandin effects may result in clinically SlngICaM disease in patients with under\ylng or

pre-existing disease that have not been previously diagnosed. Since many N“«IDs the po(entla\ to produce ulceration, use of

RESFLOR GOLD" with other: uch

Flunixin is a cyclo-oxygenase inhibitory NSAID, and as with others in this class, adverse effects may occur with ||s use. The most ﬁequenlly reported adverse effects
hematologic, neurologic, other drug

inthisclass.

Not for use in animals intended for breeding purposes. The effects of florfenicol on bovine reproductive performance, pregnancy, and lactation have not been
determined. Toxicity studies in dogs, rats, and mice have associated the use of florfenicol with testicular degeneration and atrophy. NSAIDs are known to have
potential effects on both parturition and the estrous cycle. There may be a delay in the onset of estrus if flunixin is administered during the prostaglandin phase
of the estrous cycle. The effects of flunixin on imminent parturition have not been evaluated in a controlled study. NSAIDs are known to have the potential to delay
parturition through a tocolytic effect.

RESFLOR GOLD", when administered as directed, may induce a transient reaction at the site of injection and underlying tissues that may result in trim loss of edible
tissueatslaughter.

RESIDUE WARNINGS: Animals intended for human consumption must not be slaughtered within 38 days of treatment. This product
is not approved for use in female dairy cattle 20 months of age or older, including dry dairy cows. Use in these cattle may cause drug
residues in milk and/or in calves born to these cows. A withdrawal period has not been established in pre-ruminating calves. Do not
use in calves to be processed for veal.

ADVERSE REACTIONS: Transientinappetence, diarhea,
Inaddition, Incatle, i
reaction:

CLINICAL PHARMACOLOGY: The pharmacokinetics (PK) of florfenicol (Table 1) and flunixin (Table 2) after subcutaneous injection of RESFLOR GOLD" is
described below:

Table 1. Mean (n=28) pharmacokinetic parameters for florfenicol in cattle after a single subcutaneous administration of RESFLOR GOLD (florfenicol dose of
40 mglkg BW).

MeanF icol Pt in Cattle
AUGo! AUCo Cra® . s MR
PRParameter | (ugitrimi) (ng°himl) ng/ml) T T i)
Mean 242527 247577 11151 625 285 27.3
SD’ 427141 41391 4194 387 991 11.6
Table2. i i ion of RESFLOR GOLD" (flunixi 2.2mg/kg BW).
Me n Flunixin PK in Cattle
AUC,." AUCo.? [ 4 5 MRTo®
PKParameter | gy etmi) | (ghiimt) | (ngimyy | =) | T+*(0) hn)
Mean 13370 14448 1913 1.14 9.5™ 114
SD” 4964 5116 791 097 327 441
TAUCo = A ion-ti e (AUC) fromtime ~ °Ty, = Terminal elimination half-life
zerotothe Iaslquan(lflablecuncentratlons MRTM Mean residence time from time zero to infinity
2AUCq.=AUC from time zero to infinity 7SD = Standard deviation
mae = Maximum plasma concentration *n=27
“Tnse = Time at which o was observed
- I - " " . . canimals Itact
Y
against certain bacterial species.
In florfenicol is acti st M. haemolytica, P. multocida, and H. somn, and M. bovis that florfenicol exhibits
c trains of M. H. somni.
i ) i ined for in BRD fi
theUS.in i linical and L i 1-A2). MICs for M.
method using Hayflick Broth with Alamar Blue (HBAN) medium under appropriate control. Isu\ates were obtained from pre-treatment nasal swabs from all calves
enrolled atall four sites, treatment failure inthe RESFLOR GOLD' treatment groups at three stes,
‘that died in Table3.
Table 3.F values® of g BRD.
Indicated pathogens Year of isolation Number of isolates MIC™ (ug/mL) MICog™ (ug/mL) MIC range (ug/mL)
2006 183 10 10 05t032
Pasteurella multocida 2006 139 0.5 05 <0.125t016
& i i 2006 84 <0125 <0125 <0.125t00.25
b 2006 60 10 10 05t01.0
“The lowest 1d90%of i respectively.
ite fi i ORGOLD' Nuflor Gold (NADA 141-265), or saline. Atreatment
with normal respirati it P 104.0°Fon Day 1.
The treatment success atefor BRD for the RESFLOR GOLD: treatment group (68 A%) was slausllna\ly significantly greater (p = 0.0255) compared to the saline control
.9%). RESFLOR GOLD! toNuflor Gold for
thetwo treatments equal to-13.2%.
the change in rectal treatment to six hours post- treatment i i RESFLOR GOLD*
for the control of BRD-associated pyrexia. i .0°F i -t wa

statstical sgnificantly reater (p = 0.0019) inthe RESFLOR GOLD" reatment group compared to the saline control treatment group. The mean decrease n rectl
ORGOLD"treatment group compared to the Nuflor Gold

and saline control treatment groups (p = 0.0031 and 0.0002, respectively).
LORGOLD'for

i the BRD teatmen tudy desribed above. There were numericlly more eament successs (5 of 8 calve, 75%)than reatment fllures (2 of 8 calve, 25%) in

RESFLOR GOLD" cultured postive for M. b

ANIMAL SAFETY: i RESFLOR GOLD' i X, 3X, or 5X
the labeled dose for three consecutive days (3X the labeled duration). Decreased feed and water and d d
inthe 1X, 3X, i 1X, 3X, and 5X groups.
i ly RESFLORGOLD", ini i lions, may induce
atransier

STORAGE INFORMATION: Do not store above 30°C (86°F). Use within 28 days of first use.

HOW SUPPLIED: RESFLOR GOLD" is available in 100, 250, and 500 mL sterile, multiple-dose, glass vials.

Formulated in Germany. Intervet Inc. (d/b/a Merck Animal Health), 2 Giralda Farms, Madison, NJ 07940

Copyright © 2022 Merck &Co., Inc., Rahway, NJ, USA and its affiliates. All rights reserved
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100mL Multiple-Dose Vial 397356 R2; 250mL Multiple-Dose Vial 385832 R2; 500mL Multiple-Dose Vial 398670 R2
CPN: 1047298.4
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Is shown to reduce mortality by nearly
~ - 50% compared to Norfenicol” (florfenicol)! -

@ D“elivers"vis_'ible're‘covery within six hours -

G Reduces fever and targets infection with
“dual-therapy action '

[E¥%E Don’'t gamble with BRD treatment.
; Bet on gold. Watch Resflor Gold
[= go to work against BRD.

Following Metaphylaxis with Tulathromycin. Final Study Report.
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'Merck Animal Health. 2025. Comparison of RESFLOR GOLD® to Norfenicol for Treatment of Bovine Respiratory Disease in Holstein Steers

IMPORTANT SAFETY INFORMATION: Not for use in humans. Keep out of reach of children. Do not use in animals that have shown hypersensitivity
to florfenicol or flunixin. Avoid direct contact with skin, eyes and clothing as product contains materials that can be irritating. Animals intended for
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