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For their comfort.
For your safety.

Always by your side as your dependable
partner in equine sedation and
pain management.

Zzoetis




The proven legacy to
count on when safety

matters most

As beautiful and inspiring as your patients can be, their size and energy
remind us to approach them with care and awareness. Even routine situations
or procedures can pose significant risks. That's why we provide the

highest-quality solutions to care for them safely.

We're always by your side with the #1 veterinarian-trusted
products that help make up our comprehensive equine

pain and sedation portfolio.’

TRUSTED SOLUTIONS. UNWAVERING SUPPORT.

years

Unmatched commitment

We've spent decades advancing horse
care with breakthrough treatments and
expert guidance. Since 1991, Dormosedan®
Sterile Solution (detomidine hydrochloride)
has been a game-changer and remains
the #1 vet-trusted equine sedative.

360°

of support

Expert guidance

Our team is with you every step of the
way to help ensure compassionate
care and give your patients
everything they need to feel their
best, including sedation and pain
management options backed by
comprehensive support.

#1

vet preferred

Trusted care

Our trusted pain and sedation
solutions continue to reinforce
why equine veterinarians consider
Zoetis their #1 go-to brand.?




The top two trusted solutions for
the highest degree of confidence

Dormosedan and Torbugesic® (butorphanol tartrate) are cornerstones of the
Zoetis Equine pain and sedation portfolio, trusted by practitioners like you.

® 1 a®
NORMOSENAN Torbugesic'©
(detomidine hydrochloride) BUTORPHANOL TARTRATE
» Most frequently used equine pain and » Rated highest for efficacy by veterinarians
sedation product by veterinarians’ compared to competitor products'’
» Ranked highest for safety and efficacy by » Ranked by veterinarians as the top of its
veterinarians across all equine pain and class compared to competitor products’

sedation products'

- Rated best of all equine sedation products
for predictability by veterinarians'

As the most trusted equine pain and sedation solutions on the market,
Dormosedan and Torbugesic have a proven track record of efficacy,
safety and predictability, and they’re backed by the Zoetis team.

most
trusted

Qe

technical
support

compared to competitor pain and
sedation products for horses




NDORMOSEDAN'

(detomidine hydrochloride)

The #1 equine sedative and
pain control solution’

Dormosedan delivers reliable sedation and
analgesia in a single intravenous dose to help
keep you safe and your patients comfortable

Dormosedan has simple
room temperature storage
requirements

Dormosedan maintains the

Using Dormosedan alone significantly reduces
or even eliminates the need for mixing products
to achieve the desired results

Scan to learn more
Generic detomidine has a lower storage 'r about Dormosedan
temperature and a limited shelf life of

28 days once the vial is punctured?®

Dormosedan

clear advantage, providing Documented benefits (detomidine hydrochloride) Xylazine hydrochloride

predictable, effective Alpha-2 adrenoceptor agonist*>

sedation and analgesia
due to high selectivity for

#1 vet-trusted equine sedative’

qlphq_z receptors' More potent sedative*?

More potent analgesic*®

Longer duration of action*®

Greater specificity for alpha-2 receptors*¢

Convenient dosing schedule’

Reversible’

Rapid onset of sedation*®

LALAX XXX XL

Inherent safety: additional doses prolong but
do not deepen sedation (plateau effect)“>

v
v
v
v
v
v
v
v
v
v

{

*Sedatives with low alpha-2 specificity increase the potential for aberrant effects caused by activity at non-alpha-2 receptor sites. Xylazine can bind with alpha-1and

non-alpha-2 receptor sites, producing variable neurological effects in rats.*


https://www.zoetisus.com/products/equine/dormosedan-sterile-solution

Dose: 20 or 40 mcg/kg = 10 mg or 20 mg/500 kg (1,100 lbs) =
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Horse body Horse body Clinical IV/IM sedation IV analgesia
weight (kg) weight (Ibs) IV/IM mg IV/IM mL effects duration duration**

100 220 2o0r4 0.20r0.4

200 440 4or8 0.40r0.8

Beginning effects:
300 660 6or12 0.60r1.2 IV 2-4 minutes 1 mL per 1,100 lbs: 1 mL per 1,100 lbs:
IM 3-5 minutes 30-90 minutes 30-45 minutes

400 880 8oris 0.8or1.6 Optimal effects 2 mL per 1,100 Ibs: 2 mL per 1,100 lbs:

for IV and IM: 1.5-2 hours 45-75 minutes
10 or 20 1.00r 2.0 10-15 minutes

600 1,320 12 or 24 120r24

700 1,540 14 or 28 140r28

**Analgesia has not been evaluated in IM administration.

Dormosedan can facilitate a wide variety of procedures.

Husbandry Diagnostic Diagnostic Routine
Procedures Imaging Procedures

Surgical Dental Care

Procedures
Body clipping Endoscopy Radiography Joint injections Constant rate infusions Complete oral
(CRI) or injection for examination with

Difficulty with Gastroscopy Ultrasound Wound management standing surgery mouth speculum

trailer loading

Sinoscopy Nuclear scintigraphy Cast and splint
Challenging or painful application
farrier cases Colic workup Positron emission
tomography (PET) scan Caslick's procedure

Standing laparoscopy Power floating

Pressor support Wolf tooth extraction
while under general

First turnout after Bronchoalveolar anesthesia Dental extraction

extended layup lavage (BAL) Magnetic resonance Flushing nasolacrimal
imaging (MRI) ducts Epidural

Bandage changes Transtracheal
wash (TTW) Computed

Prolongation of
tomography (CT)

recovery if needed

Many procedures also require judicious use of local anesthetics such as Carbocaine®V (2% mepivacaine hydrochloride, USP) sterile aqueous solution.







Torbugesic'

BUTORPHANOL TARTRATE

Proven pain relief.
Trusted support.

Torbugesic® (butorphanol tartrate) provides a safe and
effective way of relieving your patients’ discomfort, and
it's the #1 veterinarian-trusted butorphanol product.’

» Veterinarians rank Torbugesic as
the most effective butorphanol

product available’

» Torbugesic is an integral part of the Zoetis
industry-leading pain and sedation portfolio,
which is supported by a team of equine

< Torbugesic® €
1 [utorphanol tartrate

\jection)

0J1SI9NTHO0L

experts who always have your back Scan to learn more
about Torbugesic

Ensure compassionate care with an effective pain solution.

Use Torbugesic to alleviate abdominal pain associated with: Torbugesic dosing information

N N A
Concentration Administration
10 mg/mL butorphanol tartrate AV
Postpartum Torsion Impaction
pain Dose The dose may be repeated
0.05 mg butorphanol per Ib within 3 to 4 hours, but treatment
j j j (1/2 mL per 100 Ibs) should not exceed 48 hours
N N A
. Spasmodic Tympanic
Intussusception T ol

J J J



https://www.zoetisus.com/products/equine/torbugesic

Explore the extended portfolio of pain and sedation
solutions for reliable relief’

Carbocaine®-V Sterile Aqueous Solution
(mepivacaine hydrochloride)

\ 50 mL Multiple-Dose Vial

Reliable local anesthetics like Carbocaine-V are Carbocaine-V provides rapid effective local

essential in equine practice, facilitating everything anesthesia lasting for several hours &?g,‘;?:f);!é‘ﬁdlhﬁhm
g8 N o . q injection;

from lameness exams to major surgery » Longer duration of action than lidocaine® SterleAqueos Soluion

¢ More rapid onset of action than bupivacaine®
» Less cytotoxic than lidocaine or bupivacaine®

. - . . . . 2getis
Carbocaine-V offers the flexibility to be used in a wide variety of routine procedures.’ -

Procedure Use instances

Nerve block Diagnosis of lameness
Regional analgesia
Local block for wound repair or surgery

Scan to learn more
about Carbocaine-V

Intra-articular Diagnosis of lameness 10-15 mL
anesthesia Osteoarthritis

Standing epidural Standing surgical procedures 5-20 mL
anesthesia Pain management

Infiltration Wound debridement and repair To effect as required
Standing surgical procedures
Facilitating difficult joint and nerve blocks
(performed alone or in combination with nerve
block or intra-articular anesthesia)

Anesthesia of Topically, by infiltration or by a combination Topically: 3 mL per application by
laryngeal mucosa of the two spray with a total of 25-40 mL

Prior to ventriculectomy Infiltration: 20—50 mL



https://www.zoetisus.com/products/equine/carbocaine-v

One 5 mL Vial

Depo-Medrol® Sterile Aqueous Suspension
(methylprednisolone acetate)

An anti-inflammatory corticosteroid used for When used to treat arthritis, Depo-Medrol

the treatment of arthritis as well as certain provides relief from pain within 12 to 24 hours
allergies and skin conditions in horses. of intrasynovial injection, and that relief lasts
Can be administered both intrasynovially for an average of 3 to 4 weeks

and intramuscularly.

Comes in two concentrations (20 mg/mL or
E E Always administer the lowest therapeutic dose 40 mg/mL)
& Scan to learn more based on the individual case

about Depo-Medrol

[=] >
o
=
=
o
P4
>
=
U
P
o
O
C
. . 9
Ketofen® Injectable Solution 7
(ketoprofen)
: Recommended for the alleviation of pain and Ketofen has the shortest recommended pre-
KETOFEN" ' inflammation associated with musculoskeletal race withdrawal time of any NSAID on the
disorders, including synovitis.'® Administer 1 mg Horseracing Integrity and Safety Authority’s
per pound of body weight (1 mL/100 lbs) IV list of controlled therapeutic substances™

once daily for up to 5 days.

Visit United States Equine Federation (USEF) and

Can also provide valuable supportive therapy Racing Medication & Testing Consortium (RMTC)
for the management of pain associated with for the latest guidelines

E E equine colic" .
= Scan to learn more . E E

ij A  about Ketofen Provides a similar level of analgesia as flunixin
Ei meglumine for management of mild visceral

post-operative pain in horses'



https://www.zoetisus.com/products/equine/depo-medrol
https://www.zoetisus.com/products/equine/ketofen
https://www.usef.org
https://rmtcnet.com

NORMOSENAN GEL

(detomidine hydrochloride])

Care for them
with confidence

Oral formulation of the #1 veterinarian-trusted equine sedative’
and the only FDA-approved oral sedative of its kind that reliably

keeps horses calm and helps keep handlers safe.

Convenient and consistent oral sedation.

For routine horse care and husbandry procedures where horses
may become anxious and difficult to work with, Dormosedan® Gel
(detomidine hydrochloride) can provide a safe solution.

» Easy-to-use, single-dose syringe
administered under the horse’s tongue

» Mild-standing sedative available
with a veterinarian’s prescription

» Helps facilitate a calm experience

for both horses and handlers when
a veterinarian cannot be present

Onset of sedation

40 minutes

Recovery in

24 hours 90-180 mins

of sedation

Scan to learn more
about Dormosedan Gel

Recommend as a safe alternative to physical restraints

for use before a wide variety of procedures:

a a a a
. Basic
Farrier c . N Body
Bandaging first-aid .
work . clipping
a a a a

First-time
supervised

Mane Sheath turnout on .

pulling cleaning a dry lot for BlieYorKs
fractious

J

J

horses j

J



https://www.zoetisus.com/products/equine/dormosedan-gel

ADMINISTRATION AND DOSING INFORMATION

STEP ONE

Use impermeable gloves
when handling the product.

Remove the horse’s access to
all food and water sources.

Remove the syringe from the
outer carton.

While holding the plunger, turn
the ring-stop on the plunger
until the ring slides freely up
and down the plunger.

Approximate
body weight (lbs)

330-439
440-549
550-659
660-769
770-879
880-989
990-1,099
1,100-1,209
1,210-1,320

STEP TWO

Position the ring so that the
side nearest the barrel is at
the desired volume marking
(see dosing information).

Turn the ring to secure it in
place. Test the ring to ensure
it does not slide.

Make sure the horse’s mouth
contains no feed.

(]

Dose volume
(mL)

1.00
1.25
1.50
175
2.00
2.25
2.50
275
3.00

ﬂ:

neney
b )

STEP THREE

Remove the cap and place
the syringe tip into the corner
of the horse’s mouth

Depress the plunger until the
ring-stop contacts the barrel,
depositing the product
beneath the tongue.

ease of
administration

STEP FOUR

Take the syringe out of the
horse’s mouth, recap and
return it to the outer carton
for disposal.

Remove and discard gloves.

Place the horse in a safe,
quiet area for a minimum of
40 minutes while the sedation
takes effect.

Withhold food and water until
the sedative effects wear off.

«NVA3IsonWdoda
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Confidence in moments that
matter most

From the most trusted sedatives and pain management solutions

to regenerative medicine devices and beyond, our product portfolios
work together to provide comprehensive care while keeping your
patients’ safety top of mind.

Innovations in

Regenerative approaches
@ equine dentistry

to musculoskeletal injury

Advanced regenerative medicine devices like Pro-Stride® APS, Recent rapid progress in this field has been facilitated by reliable
Restigen® PRP and Centrate® BMA allow you to focus your efforts standing sedation protocols.” The availability of sedatives like
on healing with horsepower. Sedation and local anesthetics are often Dormosedan paired with the use of effective local anesthetics like
required to ensure that injections can be performed safely and Carbocaine-V have minimized the need for general anesthesia for
without accidental loss of high-value therapeutic products. even complex dental procedures.™
E r E Regenerative medicine devices E r E Dental awareness toolkit

e Visit our website for a comprehensive overview - w Download this package of assets to help

of the Zoetis regenerative medicine family of promote dental health awareness and
E devices and resources for your practice. E dental services at your practice.


https://www.zoetisus.com/products/horses/equine-regenerative-medicine
https://www.zoetisus.com/products/horses/equine-regenerative-medicine

v

Advanced imaging techniques—
transforming equine care

Standing image acquisition is now a reality for
many modalities, including CTs and MRIs."™
You need solid sedation protocols to allow for
safe image acquisition and to minimize
movement artifacts. Dormosedan provides
the most trusted and reliable solution.

safer for you and the patient

Using effective sedatives and local anesthetics
like Dormosedan and Carbocaine-V, many
procedures that were once exclusively
performed under general anesthesia can now
be performed safely in the standing horse.'
This approach avoids the risk of recovery from
general anesthesia and can also reduce
procedure costs for your clients.

Ensuring compassionate
reproductive care

Zoetis' safe and reliable portfolio of pain and
sedation solutions helps provide comfort for
both you and your patients. When dealing
with a complicated or difficult foaling,
Torbugesic can provide valuable pain control
for the mare’s postpartum discomfort.

L] l‘ - .
EF'E.E Mare & Foal Care solutions

Access valuable resources
for the reproductive care of
mares and foals.

S3sSN 1vIIldvid



https://www.zoetisequine.com/learn/mare-foal-care-solutions

We're with you every
step of the way

23 S

Equine Dedicated equine
specialists technical service
veterinarians

S0+

Industry
partnerships and
sponsorships

1:1 45+

Expert product Customer service
support and inside
sales support

1.2K+

R&D colleagues
bringing innovation
to market

We provide 360 degrees of support for horses and their
caregivers. To help you continually build your knowledge,
our technical services and product support teams offer

ongoing guidance on equine care best practlce
states and product solutions

Contact us for one-on-one product support
Monday-Friday, 2 a.m.-6:30 p.m. ET

O 1-888-963-8471 & supportUS@zoetis.com

Our Veterinary Medical Information and ,
(VMIPS) team includes veterinarians and technicia
more than 50 years of combined experience, al
your side to answer questions regarding the sq
appropriate use of Zoetis products.



Our commitment to veterinarians and the industry

CONTINUING EDUCATION

We support veterinary organizations and
ongoing funding for continuing education and
veterinary student scholarships.
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RESEARCH

We are devoted to advancing equine
research to help make horses' lives better,
one discovery at a time.

AMERICAN }
QUARTER e [f<entt1y1°c ky
HQRSE Gluck Equine Research Center =

& e A Morris Animal
FOUNDATION s e FOUNDATION

] I HORSESE Oe
RESEARCH FOUNDATION WORLD ORGANISATION
FOR ANIMAL HEALTH

INVESTING IN THE INDUSTRY

We are committed to a sustainable equine
industry and support groups that contribute
to the broader community.
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PROJECT

VETERINARIAN AND
EQUINE WELL-BEING

We support programs for veterinarian well-being,
disaster relief for the equine community and much more.

Qg Foundatlon <3

For The
EQUITARIAN HORSE
INITIATIVE
equine disease communication center NOT ONE MORE VET



Carbocaine®-V e
(mepivacaine hydrochloride injection)
Sterile Aqueous Solution \

Local Anesthetic with Rapid and
Prolonged Effect for Use in Horses

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

DESCRIPTION

Mepivacaine hydrochloride, 1-methyl-2’, 6’-pipecoloxylidide monohydrochloride,
is a white, crystalline, odorless powder, readily soluble in water, and very stable
in aqueous solution. It is available as a 2% sterile aqueous solution containing
sodium chloride (for isotonicity) and 0.1% methylparaben (as preservative). The
pH is adjusted with sodium hydroxide or hydrochloric acid.

CLINICAL PHARMACOLOGY

Mepivacaine hydrochloride is a potent local anesthetic whose effectiveness and
safety have been well established in human medicine and dentistry. Laboratory
and clinical studies in animals have confirmed its value in veterinary medicine.
Its anesthetic activity is two to two and one half times that of procaine, and it
is equal to or better than that of lidocaine. The compound has shown excellent
tissue compatibility in laboratory animals and in horses. Moderate transient
edema at the site of injection may occur in rare instances.

CARBOCAINE-V Sterile Aqueous Solution produces rapid and marked local
anesthesia lasting for several hours. This enables the veterinarian to proceed
with intended manipulations without delay and to complete the work under
desensitization which is adequate even for prolonged operations. The innate
vasoconstrictive activity of CARBOCAINE-V Sterile Aqueous Solution may be
enhanced by the addition of epinephrine at 1:100,000. The addition should
be carried out aseptically for current use and any unused portion should be
discarded.

INDICATIONS

CARBOCAINE-V Sterile Aqueous Solution is recommended for infiltration, nerve
block, intra-articular and epidural anesthesia for horses. It has also been found
useful for topical anesthesia of the laryngeal mucosa prior to ventriculectomy.
As with other anesthetics, the dosage varies considerably depending on the
anesthetic technique, body area to be desensitized and the surgical procedure.

WARNINGS
Do not use in horses intended for human consumption. Not for human use. Keep
out of reach of children.

PRECAUTIONS

When administered by a skilled person, CARBOCAINE-V Sterile Aqueous
Solution may be employed safely for local infiltration, for common nerve
blocking procedures, and for intra-articular and epidural anesthesia.

The following precautions, which are observed with respect to all local anesthetics,
also apply to this anesthetic. (1) Injections should always be made aseptically and
with frequent aspirations. If blood is aspirated, the needle should be relocated
and the injections continued cautiously. (2) When used for epidural anesthesia,
care should be taken to avoid injection into the subarachnoid space. The skin
should be shaved and sterilized, and the needles used must be sharp and of the
proper length. (3) The depth of anesthesia should be checked by pricking the area
before manipulations are begun.

DOSAGE AND ADMINISTRATION

Pharmacological studies in various species of animals, including horses, have
shown that the drug produces complete and effective anesthesia at dosages that
are no more than half those needed when procaine is used.

The following dosages have generally proved satisfactory in the horse and are
therefore suggested as a guide:

For nerve block

(diagnosis of lameness, firing, pain relief in osteoarthritis, navicular
disease)—3 to 15 mL

For epidural anesthesia

(animal standing)—>5 to 20 mL

For intra-articular anesthesia

(removal of fracture chips, bone and bog spavin, arthritis)—10 to 15 mL

For infiltration

(alone or in combination with nerve block or intra-articular anesthesia)—as
required

For anesthesia of the laryngeal mucosa prior to ventriculectomy CARBOCAINE-V
Sterile Aqueous Solution may be administered topically or by infiltration or
by a combination of the two. For topical application, a total of 25 to 40 mL
applied by spray (3 mL/application) is usually adequate. For infiltration, 20 to
50 mL will suffice.

HOW SUPPLIED

CARBOCAINE-V is available as 50 mL Multiple-Dose Vials.

Each mL contains 20 mg mepivacaine hydrochloride, 1 mg methylparaben as
preservative, and sodium chloride for isotonicity. The pH was adjusted with
sodium hydroxide or hydrochloric acid.

Store at controlled room temperature 20° to 25° C (68° to 77° F). Contents
should be used within 90 days after the first dose is removed.

Approved by FDA under NADA # 100-703
Zoetis Distributed by:

Zoetis Inc.

Kalamazoo, MI 49007

Revised: August 2019

4020551 - PH 1085A&P
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NORMOSENAN"

(detomidine hydrochloride)
Sedative and Analgesic For Use in Horses Only

Sterile Solution

10 mg/mL

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

DESCRIPTION: Dormosedan® is a synthetic alpha-2 adrenoreceptor agonist

with sedative and analgesic properties. The chemical name is 1H imidazole,
4-[(2,3-dimethylphenyl) methyl]- hydrochloride and the generic name is detomidine
hydrochloride. It is a white, crystalline, water-soluble substance having a molecular
weight of 222.7. The molecular formula is C,,H,,N,*HCI.

CHEMICAL STRUCTURE:

H:C CHs

Each mL of Dormosedan® contains 10.0 mg detomidine hydrochloride, 1.0 mg methyl
paraben, 5.9 mg sodium chloride, and water for injection, g.s.

CLINICAL PHARMACOLOGY: Dormosedan®, a non-narcotic sedative and analgesic,

is a potent o,-adrenoreceptor agonist which produces sedation and superficial and
visceral analgesia which is dose dependent in its depth and duration. Profound lethargy
and a characteristic lowering of the head with reduced sensitivity to environmental
stimuli (sounds, etc.) are seen with detomidine. A short period of incoordination is
characteristically followed by immobility and a firm stance with front legs well spread.
The analgesic effect is most readily seen as an increase in the pain threshold at the
body surface. Sensitivity to touch is little affected and in some cases may actually

be enhanced.

With detomidine administration, heart rate is markedly decreased, blood pressure is
initially elevated, and then a steady decline to normal is seen. A transient change in the
conductivity of the cardiac muscle may occur, as evidenced by partial atrioventricular
(AV) and sinoauricular (SA) blocks. This change in the conductivity of the cardiac
muscle may be prevented by IV administration of atropine at 0.02 mg/kg of body weight.

No effect on blood clotting time or other hematological parameters was encountered
at dosages of 20 or 40 mcg/kg of body weight. Respiratory responses include an

initial slowing of respiration within a few seconds to 1-2 minutes after administration,
increasing to normal within 5 minutes. An initial decrease in tidal volume is followed by
an increase.

INDICATIONS: Dormosedan® is indicated for use as a sedative and analgesic to
facilitate minor surgical and diagnostic procedures in mature horses and yearlings. It
has been used successfully for the following: to calm fractious horses, to provide relief
from abdominal pain, to facilitate bronchoscopy, bronchoalveolar lavage, nasogastric
intubation, nonreproductive rectal palpations, suturing of skin lacerations, and
castrations. Additionally, an approved, local infiltration anesthetic is indicated

for castration.

CONTRAINDICATIONS: Dormosedan® should not be used in horses with pre-existing
AV or SA block, with severe coronary insufficiency, cerebrovascular disease,
respiratory disease, or chronic renal failure. Intravenous potentiated sulfonamides
should not be used in anesthetized or sedated horses as potentially fatal dysrhythmias
may occur.

Information on the possible effects of detomidine hydrochloride in breeding horses is

limited to uncontrolled ¢ al reports; therefore, this drug is not recommended for use
in breeding animals.

WARNINGS: Do not use in horses intended for human consumption. Not for
human use. Keep out of reach of children.

HUMAN SAFETY INFORMATION: Care should be taken to assure that detomidine
hydrochloride is not inadvertently ingested as safety studies have indicated that the
drug is well absorbed when administered orally. Standard ocular irritation tests in
rabbits using the proposed market formulation have shown detomidine hydrochloride to
be nonirritating to eyes. Primary dermal irritation tests in guinea pigs using up to 5 times
the proposed market concentration of detomidine hydrochloride on intact and abraded
skin have demonstrated that the drug is nonirritating to skin and is apparently poorly
absorbed dermally. However, in accordance with prudent clinical procedures, exposure
of eyes or skin should be avoided and affected areas should be washed immediately

if exposure does occur. As with all injectable drugs causing profound physiological
effects, routine precautions should be employed by practitioners when handling and
using loaded syringes to prevent accidental self-injection.

PRECAUTIONS: Before administration, careful consideration should be given to
administering Dormosedan® to horses approaching or in endotoxic or traumatic shock,
to horses with advanced liver or kidney disease, or to horses under stress from extreme
heat, cold, fatigue, or high altitude. Protect treated horses from temperature extremes.
Some horses, although apparently deeply sedated, may still respond to external stimu
Routine safety measures should be employed to protect practitioners and handlers.
Allowing the horse to stand quietly for 5 minutes before administration and for

10-15 minutes after injection may improve the response to Dormosedan®.
Dormosedan® is a potent o,-agonist, and extreme caution should be exercised in its
use with other sedative or analgesic drugs for they may produce additive effects.

When using any analgesic to help alleviate abdominal pain, a complete physical
examination and diagnostic work-up are necessary to determine the etiology of the pain.
Food and water should be withheld until the sedative effect of Dormosedan® has

worn off.

ADVERSE REACTIONS: Occasional reports of anaphylactic-like reactions have been
received, including 1 or more of the following: urticaria, skin plaques, dyspnea, edema
of the upper airways, trembling, recumbency, and death. The use of epinephrine should
be avoided since epinephrine may potentiate the effects of 0.,-agonists. Reports of
mild adverse reactions have resolved uneventfully without treatment. Severe adverse
reactions should be treated symptomatically. As with all a,,-agonists, the potential for
isolated cases of hypersensitivity exist, including paradoxical response (excitation).

CONTACT INFORMATION: For a copy of the Safety Data Sheet or to report adverse
reactions, call Zoetis Inc. at 1-888-963-8471. For additional information about adverse
drug experience reporting for animal drugs, contact FDA at 1-888-FDA-VETS or
www.fda.gov/reportanimalae.

SIDE EFFECTS: Horses treated with Dormosedan® exhibit hypertension. Bradycardia
routinely occurs 1 minute after injection. The relationship between hypertension and
bradycardia is consistent with an adaptive baroreceptor response to the increased
pressure and inconsistent with a primary drug-induced bradycardia. Piloerection,
sweating, salivation, and slight muscle tremors are frequently seen after administration.
Partial transient penis prolapse may be seen. Partial AV and SA blocks may occur with
decreased heart and respiratory rates. Urination typically occurs during recovery at
about 45-60 minutes posttreatment, depending on dosage. Incoordination or staggering
is usually seen only during the first 3-5 minutes after injection, until animals have
secured a firm footing.

Because of continued lowering of the head during sedation, mucus discharges from the
nose and, occasionally, edema of the head and face may be seen. Holding the head in a
slightly elevated position generally prevents these effects.

OVERDOSAGE: Detomidine hydrochloride is tolerated in horses at up to 200 mcg/kg of
body weight (10 times the low dosage and 5 times the high dosage). In safety studies in
horses, detomidine hydrochloride at 400 mcg/kg of body weight administered daily for
3 consecutive days produced microscopic foci of myocardial necrosis in 1 of 8 horses.

DOSAGE AND ADMINISTRATION:

For Sedation: Administer Dormosedan® IV or IM at the rates of 20 or 40 mcg detomidine
hydrochloride per kg of body weight (0.2 or 0.4 mL of Dormosedan® per 100 kg or

220 Ib), depending on the depth and duration of sedation required. Onset of sedative
effects should be reached within 2-4 minutes after IV administration and 3-5 minutes
after IM administration. Twenty mcg/kg will provide 30-90 minutes of sedation and

40 mcg/kg will provide approximately 90 minutes to 2 hours of sedation.

For Analgesia: Administer Dormosedan® IV at the rates of 20 or 40 mcg detomidine
hydrochloride per kg of body weight (0.2 or 0.4 mL of Dormosedan® per 100 kg or

220 |b), depending on the depth and duration of analgesia required. Twenty mcg/kg wi
usually begin to take effect in 24 minutes and provide 30-45 minutes of analgesia. The
40 mcg/kg dose will also begin to take effect in 2—4 minutes and provide 45-75 minutes
of analgesia.

For Both Sedation and Analgesia: Administer Dormosedan® IV at the rates of 20 or

40 mcg detomidine hydrochloride per kg of body weight (0.2 or 0.4 mL of Dormosedan®
per 100 kg or 220 Ib), depending on the depth and duration of sedation and analgesia
required.

Before and after injection, the animal should be allowed to rest quietly.

STORAGE: Store at controlled room temperature 15°-30°C (59°-86°F) in the absence
of light.

HOW SUPPLIED: Dormosedan® is supplied in 5- and 20-mL multidose vials.
Approved by FDA under NADA # 140-862

SrioN

PHARMA
Orion Corporation
Espoo, Finland

Manufactured by:

N@\mﬂ\h Distributed by:

Zoetis Inc.
Kalamazoo, MI 49007

Revised: September 2022
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After administration of treatment, each horse’s level of sedation,
degree of ataxia, heart rate and rhythm, and respiratory rate were
assessed and measured to recovery. After an appropriate period
of time elapsed to allow sedation to develop, a study veterinarian
assessed and scored the ability to attempt and to complete the
veterinary or husbandry procedure.

One hundred and twenty-nine DORMOSEDAN GEL-treated and
42 placebo-treated horses were included in the statistical analysis
of effectiveness. Ninety-nine horses were excluded from the
analysis due to failure to meet inclusion criteria or due to major
protocol deviations. The veterinary or husbandry procedure was
successfully completed for 98 of 129 DORMOSEDAN GEL-
treated horses (76%) but only 3 of 42 placebo-treated horses
(7%) (Table 3). The difference between the two treatments was
statistically significant (p=0.0005).

Table 3: Treatment success rates (number of horses) by treatment
group

Ability to perform the DORMOSEDAN GEL Placebo
procedure score* N=129 N=42
0 16 38
1 15 1
2 44 2
3 54 1
Success (score 2 or 3) 98 3

* 0: Poor — Strong resistance. 1: Fair. Moderate resistance.
2: Good. Some resistance, but the procedure could be performed.
3: Excellent. Procedure could be easily performed with insignificant
resistance.

The following success rates with DORMOSEDAN GEL were
recorded for electric clipping of hair (48%), cleaning the prepuce
(81%), manual floating of teeth (89%), hoof trimming or shoeing
(86%), passage of a nasogastric tube or endoscope (80%),
or radiography (74%). At 40 minutes post dosing, 94% of
DORMOSEDAN GEL-treated horses showed minimal, moderate
or marked sedation compared with 14% of the horses treated with
placebo. All DORMOSEDAN GEL-treated horses had recovered
from sedation by 240 minutes post treatment.

DORMOSEDAN GEL was correctly administered sublingually
(beneath the tongue) in 97% of horses with mild or no objection.

ANIMAL SAFETY:

In a multiple dose target animal safety study, DORMOSEDAN GEL
was administered on three consecutive days to 6 horses per
treatment group at 0, 1, 3 and 5 times the recommended label
dose of 0.040 mg/kg.

The recommended dose (1X) induced sedation. Head droop
caused transient edema of the head area, nasal/ocular discharge,
and congestion of oral mucous membranes. Ataxia, sweating, and
reversible penile prolapse were observed. Erythematous mucous
membranes were seen at the area of dose application in 2/6 horses.
Transient reductions were seen in heart rate, respiratory rate, and
gut motility. Electrocardiography revealed increased incidences
of vagally mediated arrhythmias (sinus arrhythmia, sinus block,
1st and 2nd degree atrioventricular block) as well as atrial or
ventricular premature beats in the majority of horses. No clinical
abnormalities were associated with the transient arrhythmias.
Excessive or erratic urination were seen in isolated cases.

Similar treatment related findings were seen in horses receiving 3X
and 5X doses. In most cases the incidence, severity, and duration
of the findings were dose dependent. All findings in all dose groups
were representative of the alphay-adrenoreceptor drugs used in
horses.

STORAGE INFORMATION:
Store at controlled room temperature 20-25°C (68-77°F), with
excursions permitted to 15-30°C (59-86°F), in the original package.

HOW SUPPLIED:
3.0 mL graduated oral dosing syringe, 7.6 mg/mL detomidine
hydrochloride.

DORMOSEDANR® is a trademark of Orion Corporation.
Approved by FDA under NADA # 141-306

OBSERVE LABEL
TAKE TIME A V DIRECTIONS
Mfd by:
ql S Orion Corporation
UI—M_ﬂwW- Turku, Finland

Distributed by:

Zoetis

Revised: March 2022

Zoetis Inc.
Kalamazoo, MI 49007

128717-3A&P

CLIENT INFORMATION SHEET FOR OWNER/HANDLER USE
AND SAFETY:

This summary contains important information about Dormosedan
(detomidine hydrochloride) Gel. You should read this information
before you administer Dormosedan Gel to your horse. This sheet
is provided only as a summary and does not take the place of
instructions from your veterinarian. Talk to your veterinarian if you
do not understand any of this information or if you want to know
more about Dormosedan Gel.

What is Dormosedan Gel?

Dormosedan Gel is an oromucosal sedative containing detomidine
hydrochloride. It is prescribed by veterinarians to allow procedures
to be done in an anxious horse. Dormosedan Gel has not been
shown to provide analgesia and should not be used for painful
procedures.

How should the product be handled?

Always wear impermeable gloves when handling the dosing
syringe with detomidine hydrochloride gel. Ask the veterinarian
whether the gloves you plan to use are impermeable. For a
minimum of 2 hours after administration, wear impermeable
gloves when performing any tasks that require contact with the
horse’s mouth.

If you have or have had a history of cardiovascular disease (for
example, hypertension or heart attack) take special precautions
and avoid direct exposure to the dosing syringe. Do not come in
contact with the mouth or any saliva of any horse that was treated
with detomidine gel for a minimum of 2 hours.

What if | get the gel in my eyes or mouth?

Detomidine hydrochloride can be absorbed into your body after
irect exposure through the eyes or mouth, and may cause
irritation to these areas. In case of accidental eye exposure, flush
with water for 15 minutes. If detomidine is exposed to the mucous
membranes of the mouth, rinse without swallowing. In all cases
of accidental exposure and possible ingestion, seek medical
attention immediately. Accidental exposure could result in the
drug affecting you, causing symptoms that include sleepiness, lo
blood pressure, and slower heart rate. DO NOT DRIVE because
detomidine may cause you to feel drowsy or sleepy. Share the
package information with your physician and tell the physician that
the product contains an alpha,-adrenoceptor agonist.

What if | get the gel on my skin?

Detomidine hydrochloride can be absorbed into your body after
direct exposure through the skin. In case of accidental skin
exposure, wash with soap and water. Remove contaminated
clothing. Contact your physician if you have any questions or
concerns.

Contact Information

For a copy of the Safety Data Sheet or to report adverse reactions,
call Zoetis Inc. at 1-888-963-8471. For additional information about
adverse drug experience reporting for animal drugs, contact FDA
at 1-888-FDA-VETS or www.fda.gov/reportanimalae.

How is Dormosedan Gel administered?

Dormosedan Gel should be given according to your veterinarian’s
instructions. Your veterinarian will tell you what amount of gel
you should give to your horse. The appropriate dose is delivered
beneath the tongue (sublingually) and is not meant to be
swallowed. Make sure there is no food in the horse’s mouth prior
to administration.

The following drawing demonstrates correct administration of
Dormosedan Gel beneath the tongue.

Following appropriate dosing of the gel, your horse should be kept
in a quiet area until sedation is achieved.

If after 40 minutes there is inadequate sedation and you suspect
that the horse swallowed or spit out some of the gel, contact your
prescribing veterinarian. Do not repeat the dose.

If you believe the correct dose of detomidine gel was administered
but the horse remains inadequately sedated, contact the
prescribing veterinarian. Do not repeat the dose.

Contact your prescribing veterinarian immediately if the dosing
syringe fails during the administration of detomidine gel and you
are unsure if too much or too little of the dose was given.

Do not re-use partial dosing syringes. Any unused product or
waste material should be disposed of in accordance with local
requirements and Federal prescription drug disposal guidelines.
Ask your veterinarian for this information.

What should | expect after administering Dormosedan Gel?
Following appropriate dosing of the gel, your horse should be
kept in a quiet area. As the drug takes effect, you will typically see
the head lower and the front legs plant in a firm stance. This will
usually take about 40 minutes. You may also notice slight swaying,
sweating, salivation and slight muscle tremors. Be careful when
handling sedated horses. Handling or any other sudden stimuli
including noise, may cause a defense reaction (for example,
kicking) even in a horse that appears to be fully sedated. It may
take up to 3-4 hours for the horse to recover from sedation.
Withhold food and water until the horse has recovered.

What else should | know about Dormosedan Gel?

As with all prescribed medicines, Dormosedan Gel should only be
given to the horse for which it was prescribed. This sheet provides
a summary of information about Dormosedan Gel. If you have any
questions or concerns about Dormosedan Gel or its effects on
your horse or yourself, talk to your veterinarian.

Revised: March 2022
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Torbugesic® €
(butorphanol tartrate injection)

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

DESCRIPTION
TORBUGESIC (butorphanol tartrate injection) is a totally synthetic, centrally acting, narcotic agonist-antagonist
analgesic with potent antitussive activity. It is a member of the phenanthrene series. The chemical name
is Morphinan-3, 14-diol, 17-(cyclobutylmethyl)-, (-)-, (S- (R¥, R¥)-2,3-dihydroxybutanedioate (1:1) (salt). It is
a white, crystalline, water soluble substance having a molecular weight of 477.55; its molecular formula is
C21H29NO2+C4H606.

Chemical Structure
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Each mL of TORBUGESIC contains 10 mg butorphanol base (as butorphanol tartrate), 3.3 mg citric acid, 6.4 mg
sodium citrate, 4.7 mg sodium chloride, and 0.1 mg benzethonium chloride, g.s. with water for injection.

CLINICAL PHARMACOLOGY
Comparative Pharmacology
In animals, butorphanol has been demonstrated to be 4 to 30 times more potent than morphine and
pentazocine (Talwin®-V) respectively.!
In humans, butorphanol has been shown to have 5 to 7 times the analgesic activity of morphine and 20 times
that of pentazocine.23
Butorphanol has 15 to 20 times the oral antitussive activity of codeine or dextromethorphan in dogs and
guinea pigs.*
As an antagonist, butorphanol is approximately equivalent to nalorphine and 30 times more potent than
pentazocine.!
Cardiopulmonary depressant effects are minimal after treatment with butorphanol as demonstrated in dogs®,
humans®’ and horses.®
Unlike classical narcotic agonist analgesics which are associated with decreases in blood pressure, reduction in
heart rate and concomitant release of histamine, butorphanol does not cause histamine release.!
Furthermore, the cardiopulmonary effects of butorphanol are not distinctly dosage-related but rather reach a
ceiling effect beyond which further dosage increases result in relatively lesser effects.
Reproduction: Studies performed in mice and rabbits revealed no evidence of impaired fertility or harm to the fetus
due to butorphanol tartrate. In the female rat, parenteral administration was associated with increased nervousness
and decreased care for the newborn, resulting in a decreased survival rate of the newborn. This nervousness was
seen only in the rat spe:

Equine Pharmacology

Following intravenous injection in horses, butorphanol is largely eliminated from the blood wi
The drug is extensively metabolized in the liver and excreted in the urine.

In ponies, butorphanol given intramuscularly at a dosage of 0.22 mg/kg, was shown to alleviate experimentally
induced visceral pain for about 4 hours.®

In horses, intravenous dosages of butorphanol ranging from 0.05 to 0.4 mg/kg were shown to be effective in
alleviating visceral and superficial pain for at least 4 hours, as illustrated in the following figure:

3to4hours.

Analgesic Effects of Butorphanol Given at
Various Dosages in Horses with Abdominal Pain

5004 e 04mglkg  —— 0.1 mglkg
4 . e 02mgkg — ====0.05mgkg
400 ——e— Placebo

COMPARATIVE ANALGESIA*

0 3 60 9% 120 150 180 20 240
TIME POST-TREATMENT (MIN.)

*Pain threshold in butorphanol-treated colicky horses relative to placebo controls.

A definite dosage-response relationship was detected in that butorphanol dosage of 0.1 mg/kg was more
effective than 0.05 mg/kg but not different from 0.2 mg/kg in alleviating deep abdominal pain.

Acute Equine Studies

Rapid intravenous administration of butorphanol at a dosage of 2 mg/kg (20 times the recommended dosage) to
a previously unmedicated horse resulted in a brief episode of inability to stand, muscle fasciculation, a convulsive
seizure of 6 seconds duration and recovery within three minutes. The same dosage administered after 10 successive
daily 1 mg/kg dosages of butorphanol resulted only in transient sedative effects. During the 10-day course of
administration at 1 mg/kg (10 times the recommended use level) in two horses, the only detectable drug effects
were transient behavioral changes typical of narcotic agonist activity. These included muscle fasciculation about
the head and neck, dysphoria, lateral nystagmus, ataxia and salivation.

Repeated administration of butorphanol at 1 mg/kg (10 times the recommended dose) every four hours for
48 hours caused constipation in one of two horses.

Subacute Equine Studies

Horses were found to tolerate butorphanol given intravenously at dosages of 0.1, 0.3 and 0.5 mg/kg every 4 hours
for 48 hours followed by once daily injections for a total of 21 days. The only detectable drug effects were slight
transient ataxia observed occasionally in the high dosage group. No clinical, laboratory, or gross or histopathologic
evidence of any butorphanol-related toxicity was encountered in the horses.

INDICATIONS
TORBUGESIC (butorphanol tartrate injection) is indicated for the relief of pain associated with colic in adult horses
and yearlings. Clinical studies in the horse have shown that TORBUGESIC alleviates abdominal pain associated
with torsion, impaction, intussusception, spasmodic and tympanic colic and postpartum pain.

WARNINGS
DO NOT USE IN HORSES INTENDED FOR HUMAN CONSUMPTION. NOT FOR HUMAN USE.

CAUTION
TORBUGESIC, a potent analgesic, should be used with caution with other sedative or analgesic drugs as these
are likely to produce additive effects.
There are no well-controlled studies using butorphanol in breeding horses, weanlings and foals. Therefore, the
drug should not be used in these groups.

ADVERSE REACTIONS
In clinical trials in horses, the most commonly observed side effect was slight ataxia which lasted 3 to 10 minutes.
Marked ataxia was reported in 1.5% of the 327 horses treated. Mild sedation was reported in 9% of the horses.

DOSAGE
The recommended dosage in the horse is 0.1 mg of butorphanol per kilogram of body weight (0.05 mg/Ib) by
intravenous injection. This is equivalent to 5 mL of TORBUGESIC for each 1000 Ibs body weight.
The dose may be repeated within 3 to 4 hours but treatment should not exceed 48 hours.
Use contents within 4 months of first puncture. Pre-clinical model studies and clinical field trials in horses
demonstrate that the analgesic effects of TORBUGESIC are seen within 15 minutes following injection and
persist for about 4 hours.

HOW SUPPLIED
50 mL vials TORBUGESIC (butorphanol tartrate injection) Veterinary Injection, 10 mg base activity per mL.
10 mL vials TORBUGESIC (butorphanol tartrate injection) Veterinary Injection, 10 mg base activity per mL.
Store at controlled room temperature 20°-25°C (68°-77°F) with excursions between 15°-30°C (59°-86°F).
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IMPORTANT SAFETY INFORMATION

CARBOCAINE-V
Do not use Carbocaine-V in horses intended for human consumption: Avoid
intravenous administration. See full Prescribing Information, attached.

DEPO-MEDROL

Do not use Depo-Medrol in animals with tuberculosis, peptic ulcer, and Cushing's
syndrome. Use with extreme caution in pregnant animals. Watch for evidence of
concurrent infection. See full Prescribing Information, attached.

DORMOSEDAN GEL

Do not use Dormosedan Gel in horses with pre-existing atrioventricular (AV) or
sinoatrial (SA) block, with severe coronary insufficiency, cerebrovascular disease,
respiratory disease, or chronic renal failure. Do not use in anesthetized or sedated
horses, or in conditions of shock, severe debilitation or stress due to extreme heat,

cold, fatigue or high altitude. Do not use in horses intended for human consumption.

Handle gel-dosing syringes with caution to avoid direct exposure to skin, eyes or
mouth. See full Prescribing Information, attached.

DORMOSEDAN STERILE SOLUTION

Do not use Dormosedan Sterile Solution in horses with pre-existing atrioventricular
(AV) or sinoatrial (SA) block, with severe coronary insufficiency, cerebrovascular
disease, respiratory disease, or chronic renal failure. Intravenous potentiated
sulfonamides should not be used in anesthetized or sedated horses. Careful
consideration should be given to horses approaching or in endotoxic or traumatic
shock, to horses with advanced liver or kidney disease, or to horses under stress
from extreme heat, cold, fatigue, or high altitude. Do not use in horses intended for
human consumption. Handle dosing syringes with caution to avoid direct exposure
to skin, eyes or mouth. See full Prescribing Information, attached.

KETOFEN
Ketofen should not be used in breeding horses. Do not use in horses intended for
human consumption. See full Prescribing Information, attached.

TORBUGESIC
Use Torbugesic with caution with other sedative or analgesic drugs as these are

likely to produce additive effects. Do not use in breeding horses, weanlings, or foals.

See full Prescribing Information, attached.
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Visit us at ZoetisUS.com/Horses for more information and follow us on our social networks.
For additional questions, please contact your equine specialist.
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