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Drug Labeler Code: 0591 30
Acepromazine Maleate Injection
Acepromazine Maleate ‘Inj'ect'ion o

Injection(s;olution) |

50 mL glass bottles

R
10 mg acepromaZine"maleate/mL

Intravenous Intramuscular or Subcuta.neous
Injection

Canine, Feline and Equine

The dosage should be individualized,
depending upon the degree of tranquilization
required. Asa general rule, the dosage

 requirement in mg/lb of body weight

decreases as the weight of the animal

- increases. Acepromazine Maleate InJectlon ;
may be given 1ntravenously, 1ntramuscularly ;
or subcutaneously. The followmg schedule /

may be used as a guide to IV, IM or SC
injections:



~ Dogs: 0.25-0.5 mg/Ib of body weight
~ Cats:  0.5-1 mg/lb of body weight
Horses: 2-4 mg/1001b of body weight
IV doses should be administered slowly, and a

period of at least 15 minutes should be allowed for
the drug to take full effect.

1. Pharmacological Category:  Anesthetic

m. Indications For Use: . Dogs and Cats: Acepromazine Maleate Injection
: can be used as an aid in controlling intractable

animals durmg examination, treatment, grooming,

x-ray and minor surgical procedures; to alleviate

itching as a result of skin irritation; as an ant1emet1c

to control Vomltmg a55001ated with motion swkness

Acepromazine Maleate Injection is partiCularly '
useful as a preanesthetic agent (1) to enhance and

_ prolong the effects of barbiturates, thus reducing the
requirements for general anesthesia; (2) as an
adjunct to surgery under local anesthesia.

Horses: Acepromazine Maleate Injection can be
used as an aid in controlling fractious animals
during examination, treatment, loading and
transportatlon Pamcularly useful when used in
castration, neurectomy, removal of skin tumors,
ocular surgery and applymg casts.

n. Pioneer Product o ~ PromAce® Injectable NADA 015-030
(Fort Dodge Animal 'Health? Inc)



Under the provisions of the Federal Food Drug, and Cosmetic Act as amended
by the Generic Animal Drug and Patent Term Restoration Act, (53 FR 50460,
December 15, 1988, Flrst GADPTRA Pohcy Letter) an Abbrewated New Ammal
Drug Application (ANADA) may be submitted for a ‘generic version of an
approved new animal drug (pioneer product). New target animal safety data, drug
effectiveness data, and human food safety data (other than trssue residue data) are
not required for approval of an ANADA.

Ordinarily, the ANADA sponsor shows that the generic product is bioequivalent
to the pioneer, which has been shown to be safe and effective. If bloequlvalence '
is demonstrated through a clinical end- po1nt study, then a tissue res1due study to

establish the withdrawal time for the generrc product i is also requlred For certain

dosage forms, the agency will grant a waiver from the requ1rement of conducting

an in vivo bioequivalence study (55 FR 24645, June 18, 1990; Fifth GADPTRA ~

Policy Letter, Broequlvalence Gurdehne October 2000)

Based upon the formulatlon characteristics of the generrc product Phoenix
Scientific, Inc. was granted a waiver from conducting an in vivo bioequivalence
study for Acepromazine Maleate Injection on October 20, 1997 (JINAD 010-181
R0000). The generic and pioneer products contam the same active and inactive
ingredients in the same concentratrons

HUMAN SAFETYf
None required as Acepromazrne Maleate InJectlon is labeled for use in dogs cats

and horses. The labeling also contains the statement “Warmng Not for use in
animals intended for food”.

Human Safety Relatlve to Possession, Handling and Administration:
Labeling contains adequate caution/warning statements.

AGENCY CONCLUSIONS

This Abbreviated New Ammal Drug Apphcatron (ANADA) ﬁled under sectronf::'u S
512(b)(2) of the Federal Food, Drug, and Cosmetic (FFD&C) Act safisfies the - -

requirements of section 512(n) of the act and demonstrates that Acepromazme ‘
Maleate Injection, when used under 1ts proposed cond1t1ons of use, is safe and ‘
effective for the labeled 1ndlcat10ns "



5. Attachments:
1. Generic Labehng Facs1m1le package labehng for generlc product 50 ml bottle B o

and package insert. = e i e
2. Pioneer Labeling: Bottle Label, Package Insert Prlnted Chlpboard o



GC‘MPOSWON: Eech ml of sterile  wpcesizeTos-n

500087

aqueous sofition contains:

NET CONTENTS: 50 mi.
A in - [10-[3-{dimethyl Acepromazing
ammo) propyl] phsnothiazin-2- vl— M algat " inﬁ " cﬁ! on

methyl. ketone], Maleats 10 mg,
sadium citrate 0.36%, citric acid
0.076%, bhenzyl - alcohol 1% .and
watar for injsction, USP, gs.

‘Manufactured by
Phaenix Scientific, Inc.
:St. Joseph, M0 §4503

CAUTION: Faderal lsw mstictsthis drig touze © -
Byoranths orderaf 2 ﬂcmlld veterinarian.
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Exp. Date

J

agueous solution contains:

Acepromazine [10-[3-(dimethyl-
amino). propyl] phenothiazin-2-yl-
~-methyl ketone],--Maleate: 10--mg,
sodium: citrate 0.36%, ‘citric acid
0.075%, benzyl. alcehol 1% and
water forinjection, USP, gs.

600097 Iss. 11-01

| Manufactured by
" ‘Phaenix Scientific, Inc.
St. Joseph, M0 64503

CJQMPQS!T%G;%! Each mL of sterile npcs9t130-708-11

Maleate ﬁng@mﬁ@ﬂ
f10 mg/mL

CAUTION: Federal law restricts this drugtouse .

NET CONTENTS: 50 mL
Acepromazine

For intravenous, Intramuscular or Subcutaneous\
Injection, :

READ PACKAGE INSERT.

USUAL DOSAGE: Dogs - 0.25 mg up to 0.5 mg/lb of
body weight. Cats — 8.5 mg up to 1 mg/lb of body
weight. Herses — 2 g up to 4 mg/100 Ibs of body
waight.

by or on the order of a licensed veterinarian,

FOR ANIMAL USE ONLY
KEEP OUT OF REACH
OF CHILDREN

T1i1d

Group, IncLC LT

ANADA 200-319, Approved by FDA

Store at controlled room temperature between 15°C
and 30°C (59°and 86°F).
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ANADA 200-318, Approved by FOA

ACEPROMAZINE MALEATE
INJECTION

CAUTION
Federal law restricts this drug to use by or on'the order of 2 licensed veterinarian,

DESCRIPTION :

Maleate injecti a potent ptic agent with a low order of
wxnc:ry. is of particular value in the tranquilization of dogs, ¢ats and horses. its
rapid action and lack of hypnotic eﬂect are addedvadvantages Accordmg ]
Baker,’ the scope of possible applications for this pound in veterinary practice
is only limited by the imagination of the practitiorier. T

CHEMISTRV
Acep ine [10-[3-{di hylamine) propyl] phenothlazm 2-yl-methyl ketone]
Maleate has the following chemrcal structure;

s,

: »
CH-C-OM
an ||
W GRCOM
I ]
GNQ-CW‘N\
6«3
ACTIONS
Acepr ine Maleate Injecti hasa p effect on the central nervous

system and, , CAUSES re!axahon and 2 reduction in
spontaneous activity. It acts rapidly, exemng 2 prombt ‘and pronounced calming
sffect.

INDICATIONS
Dogs and Cats: Acepromazine Maleate Imectwn danr be used as an aid’ih
controlling intractable animals during 6 gatment, g g, x-ray

and minor surgical procedures, ta alleviate itching as b result of skin |rmat|o as
an antiemetic to control vomiting associated with motibn sickness. *

epr: ine Maleate is y uséful bs a preanesthétic agent (1)
te. enhance ‘and prolong the ef!ects of barbnurates, thus reducing the

requirements for general anesthasia; (2) as an adjunct fo surgery uhder focal

anesthesia.

Horses: Acep ine Maleate can be used s an aid in controiling
fracticus animals during exammanon, treatment, ing and transportation.
Particutarly useful when tised in éonjunction with 1oca| anesthasia for firing,
casxratwn. neurectomy, removai of skm tumors, ocular surgery and applying
casts,

CONTRAINDICATIONS
Phenothiazines may potentiate the toxicity of ‘organophosphates and the activity
of procaine hydrochlonde. Therafore, do not use Acepromazme Maleate injection
to control tremors wuth orgamc 0 o Do not use n

with
flea collars, Do not use with pracalna hydrochlorlde

WARNING :
Not for use in animials intended for food.

PRECAUTIONS
Tranqm[«zers are potent central nervous system depressants and they can cause
marked with st ion of the sy hetic dervous systerm.

Tranquilizers can produce prolonged ‘depressicn or motor restiessness when

given in excessive amounts or when given to sensitive animals,

Tranquilizers are additive |n achon to the actions of ather depressants and will
i general i should Ee administered in’ smaller

doses and with greater care durmg genera] anest I:1

exhibiting symptoms of stress, debllltatlon, cardiai Hpathetic

blockade, hypovolemna or shock. A ept Mal, , like “othar

phenothlazme ‘derivatives, is detokified in the liver; therefore; it should be used

with caution in animals with a previous hlstory of Inver)dvsfunctngn or Jeukopenia:

Hypotension can_occur after rapid intr inj causing cardiovascular

coliapse. H :

Epmephrme |s contraindicated for treatrnerit of acute hypotension pruduced by
fvative tr since further depression of blood pressure

can occur. Other pressor amines, such as norapmephnne or phenylephrme, are
the drugs of choice.

In horses, paralysts of the retractor panis muscle has heen assocnat
use of phenothiazine-derivative tranquul:zers Such caées Have oet
the use of Acep ine Malaate | This tisk should be duly considered
prior to the inistration of P ine Maleate Injection to male horses
{castrated and uncastrated). When given, the dosage sﬁould be care(ullv Jimited 16

the minimum Aecessary for the desired effect. At the tlme of tranthzatmn. itis

‘to“animals "

with tha;

not poss:ble 1o differentiate between reversible protrusion of the penis {a normal
ciinical sign of narcosis) and the irre 1é paralysis of the retractor muscle, The
cause of this side réaction has hot been determined. It has been postulated that
such paralysis ‘may occur when a tranqumzer xs used m ccn;uncnan with
testosterona {or in stallions). '
Accideéntal intracarotid injection in horses can produce clinical signs rangmg from
disorientation to convulsive seizures and death.

ADMINISTRATION AND DOSAGE

The dosage should be md:v:duahzed depending upon “the degree of
tranquilization required. As & géneral ruig, the dosage requirement in ‘mg/lb of
body wéight decreases as the weight of the animal increases.

Acepromating Maleate injection may be given intravenously, intramuscularly or
subcutaneously. The following schedule miay be used as a guide to IV, IM or SC
injections:
Dogs: 0.25-0.5 mg/ik of body weight
Cats: 0.5-1 mp/lb of body weight
Horses: 2-4 mig/100 b of body waight

1V ‘doses should be administered slowly, and a period of at least 15 minutes
should be allowed for the drig Yo take full‘effect.

How SUPPLIED
Each mL contains 10 mg ‘acepro of i cmate
0.36%, citrl ) in 50°
ml vials, L
Store at room b 1 15° and 30°C (59 and 86°F).
TOXICOLOGY

Acute and chronic toxicity studies have shown a very low order of toxicity.
Acute Toxicity: The LDs, dose of Acepromazine Maleate Injection in mlce was
determined by means of a probit trahsformation with the following resuits:?
Intravenous route — 61.37 mgfkg Oral route — - 256.8 mo/kg
Subcutanediss Totite— 1305 mg/kg”
Chronic toxicity: Tests® in rats ravealed no deleterious effects on renal or hepatic
function oron hemopoietic acnwty Tn several ‘groups of two male and two femaié
beagle hounds treated for six months with daily oral doses of 20 to 40 mg/kg, no
untoward ‘éffects were “encountersd.” Hematolagic studies and urinalysis "gave
velues within normal limits. Ancther ‘group of four ‘dogs, given “gradualy
increasing oral doses up to a level of 220 mg/kg daily and reaching @ total daily
dose of 2.2 g per dog, showed seme signs of pulmcnary edema and hypererma of
the internal organs, but n¢ animal died.

When administersd intrarvitiscularly, Acepromazine Maleate Injection causes a
brief sensation’ ot ‘stinging “comparable with "that obiserved with other
phenothiszine tranguilizers.

CLINICAL DATA
Conxrolled clinical’ studies ‘in the United States and Candda have demonstrated
and safety of A Maleate injection as a tr

Gcod to excellent results were reported’*S in  dogs, cats and horses given
Acepromazing Maleate Injection for restraint during examination, treatmient and
minor surgery and for preanssthetic sedation. In ddgs, !he drug reportedly' helps
cantrol convulsions associated with distemper,”

In bath dogs and cats, good to excellent results were obtamed‘ when
Acepromazirie Malsate ‘Tablets Werk lised to control nervousn ¢
vocalization, neurotic’ and i behavi
sickness, coughing and itching caused by dermatms
“In horses, Bauman® had good resiits using the drug as an a;d in the control of
painful spasms dug to cotic,

Other practitioners™ found the drug useful as a preangsthetic sedanve for
nervous or aggressnve horses, but it had to be administered whi
were quiet and not in‘an excited stats. In ) trial® on“more “than 200 1
wide variety of disorders, Acepromazing Maleate Injection proved to e both
effective and safe.

with motign
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PromAce’Injectable

ACEPRUMA‘ZI‘N‘E‘MKtEATE‘|NJE‘gijﬂ,;“'lj;s’F; -

PromAce°Tablets
ACEPROMAZINE MALEATE, USP™~

NADA 16-030, Appraved by FOA

NADA 32-702; Approved by FDA
i CAUTION

Federal law cestricts this drug to use hy-or on the order of a
licensed veterinarian. :

DESCRIPYION
PROMACE (acepromazine maleate, USPY, a potent neuroleptic
agent with a low order of toxicity, is of particular value in the tran-
quilization of dogs, cats and harses, fts rapid actjon and lack of
hypriotic effect are added advantages. Accarding toBaker, ! the scope
of possible applications for this comgotind in veterinary practice
is only limited by the imagination of the practitioner,

 CHEMISTRY
Acepromazing [10-[3-(dimethylamino) propyl] phenothiazin-2-
yl-methyl ketone) Maleate, USP has the following chemical struc-

ture:
S f 0
: ﬁH_C-OH
COCH: o
O Ccon
{ ¥y
CHy=CHCH3N,

eyt

ACTIONS .
PROMACE has a depressant effect on the central nervous sys-

tem and, therefore, causes sedation, miustular relaxation and a
reduction ‘in spontaneous activity. it acts rapidly, exerting a

prompt and pronounced calming effect.

INDICATIONS )
Dogs and Cats: PROMAGE Injectable and Tablets can be sed
as an aid in controlling intractable animals diring examination,
treatment, grooming, X-ray and minor surgical procedures; to
alleviate itching as a result of skin irritation; as an antiemetic to
control vomiting associated with mation s ckness.

PROMACE Injectable is particularly dseful’as 2 praanesthetic
agent (1) to enhance and prolong the effects of barbityrates, thus
reducing the requirements for general anesthesia; (2) as an
adjunct to surgery under local anesthesia,

Horses: PROMACE Injectable can bie used:as an aid in controlling
fractious animals during examination, tfeatfm‘e,nt. loading and
transportation. Particularly useful' when used in conjunction with

local anesthesia for-iring, castration, neurectomy, removal of
skin tumors, ocular surgery.and applying casts.

CONTRAINDICATIONS

Phenothiazines may potentiate the toxicity of organophos-

phates arid the activity of procaine hydrochloride. Therstare, do

not use PROMACE ‘(acepromazing” maleate, USP) to controt

tremars associated with organic phosphate poisoning. Do not use
in conjuniction with ‘organophosphc(us‘vermifuges or ectopara-
siticides, incluging flea colars. Do not Gse with procaine
hydrochioride. :

WARNING
.. Not for use in animals intended for food.

o e PRECAUTIONS
Tranquilizers are potent central-nervous system depressants
and they can catise marked sedation with suppression of the
sympathetic nervous syster. ‘
Tranquilizers can produce prolonged depression or motor rest-

lessniess when giver; in excessive amounts or when given 15 sen-

sitive animals. i e s
* Tranquilizers are additive in action to the actions of other
depressants and will poténtiate Gener thesia. Tranquifizers
should be administered in"smallér doses and with greater care
during general anesthesia and also to animals exhibiting symp-
toms of stress, debilitation, cardiac disease, sympathistic block-
ade, hypovolemia of shock. PROMACE, fike other phenothiazine

derivatives; is detoxified Tii 1

tion of leukopenia.

Hypotension can occur after rapid intravenous injection caus-
ing cardiovascular collapse.

Epinephrine is contraindicated for treatment of acute hypoten-

sion produced by phenothiazine-derivative tranquilizers since fur- '

ther depression of blood pressure cafi occur. Other pressor
amines, such as norepinephrine or phenylephiring, are the drugs
of chaice, st -

fn harses, paralysts of the retractor penis muscls has been ©

associated with the use of phenothiazine-derivative tranquilizers.
Such cases have occurred foliowing the vse of PROMACE This
risk should be duly considered prior to the administration of PROMACE
to male horses {castrated and " unc; ed). When given,
the dosage should be carefUlly Himifed to the minimum necessary
for the desired sffect. At the time of trangaitization, it is not possi-
bie to differentiate between reversible protrusion of the penis (a
normal clinical sign of narcosisy and the irreversible paralysis of
the retractor muscle, The cause of this side resction has not been.
determined. It has been postulated that'such paralysis may ocour
when a tranquilizer is used in conjunction with testostsrone (orin
stallions}.

Accidental intracarotid injection in horses can produce clinical
signs ranging from disorientation to convulisive seizures and
death.

CAUTION
Afew rare but serious occurrences of idiosynicratic reactions to
Acepramazine may 6etdr in dogs foflowing oral or parenteral

administration. These potentially serious adverse reactions

eto) ver, therefore, it should be iised ~
““with caution in‘animals with a previous history of fiver dysfunc-

ST ——




include behavioral disorders in dogs such as aggressnon )

biting/chewing, and NEIVOUSNess.
ADMINISTRATION AND DOSAGE

The dosage shouid be individualized, dependmg upon the

degree of tranquilization required. As a genéral rule; the dosdge

requirement in mg/lb of body weight decredses’as ihe welght 01' -

the animal increases.

PRomACE (acepromazine maleate m)echnn USP)
Injectable

May be given intravenously, intramuscularly or subcutaneous-‘
ly. The following schedule may be used as a guide 10 1V, IMor SC

injections:

Dogs: 0.25-0.5 mg/ib of body weight
Cats: 0.5-1 mg/ib of body weight
Horses: 2-4'mg/100'Ib of body weight

least 15 minutes should be allowed for thie drug to take full effect.

PROMACE (acepromazine maleate, USP)
Tablets

1000

required.
Cats: 0.5-1 mg/Ib of body weight. Dosage may be repeated as
required.
HOW SUPPLIED
Each mL contains 10 mg PROMACE (acepromazing maleate,
USP). (Also'contains sodium citrate 0.36%, titric atid 0.075%,
benzyt alcohol 1% and Water for Injection, USP) i 50 mL vials,

able in bottles of 100.
Each orange tablet contains 10 mg of PROMACE and is available
in bottles of 100 and 500.

in botties of 100°and 500.

NDC 0856-3020-01—~ 10 mg/mL — 50 mL vial

NDC 0856-0040-01 — 5 'mg — bottles of 100

NDC 0856-0070-01 — 10 mg — bottles of 100

NDC 0856-0070-02 — 10 mg — botlles of 500

NDC 0856-0100-01 — 25 mg — baottles of 100

NDC 0856-0100-02 — 25 mg— bottles of 500 -

Sloge at controlled room temperature 15° to 30°C (59°to
86°F). {

TOXICOLOGY

Acute and chronic toxicity studies have shown a very low order

of toxicity.

mined by means of a probit transtormation with lhe followmg

results:2
Intravenous route — 61.37 mg/kg
Subcutaneous route —  130.5 mg/kg
Orat route — 256.8 mg/kg

IV doses should be administered slowly, and‘a‘period of at "~ "dogs, the drug re;‘)onedly4 helps conlrol conv

Dogs: 0.25-1 mg/|b of body welght Dosage may be repeated as’

Each light orange tablet containg 5 mg of PROMACE and is avaxl-"" ’

Each yellow tablet contains 25 mg of PROMACE and is available

Acute iOXIC’Iiy The LDso dose of PROMACE in mice was deter-

Chronic toxicity: Tests? in rats revealed no deletenous effects’

effects were encountered, Hematologlc stiidies and urmaly5|s i

““gave values within normal limits, Arother group of four dogs,

given gradually increasing oral doses Uip to a level of 220 gy’
daily and reaching a'total daily dosé of 2.2 g pér dog, showsd *
some signs of pulmonary edema and hyperemia of the intefnal
organs, but no animal died.

When administéred mtramuscularly, PROMACE (acepmmazme' ’
maleate, USP) causes a brief sensation of” stinging comparable
with that observed with ottier phenothiazine tranquilizers. )

: CLINICAL DATA' )

Control!ed clinical studies in the United States and Canada
have demonstrated the effectiveness and safety of PROMAGE 45'd’
tranquiizer.

.Good 1o excellent resulls were reporte
horses given PrOMACE Injectible Tor restra

in dogs, cats and

with distemper.

In both dogs and cats, good to exc ent resi
when PROMACE Tablets wers use
sive vocatization, hatirotic and e
ciated with motion sickness, coughing and nchmg caused by
dermatitis.

In horses, Bauman® had good results usmg the drug as an aid
in the control of palmul spasms due to cohc s

istered while the animals were quiet and n
a riat® on more than 200 horses with a wi
PROMACE Injectable proved 1o be both effective and safe.
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NDC 0856-392001
- PromAce”
Injectable

ACEPROMAZINE MALEATE
INJECTION, USP.

= 5
ORT DODGE . -

Equivalent to 10 mg/mL
- Acepromazine Maleate, USP

50mL

W~ A'Sterile Solution for
Intravenous, Intramuscular or
(( _ , Subcutaneous Injection
! | Multiple Dose Vial
_ ) ‘ 7262871102010,

y

Fort Dodge Animal Health licensed veterinarian. .~ .|
Fort Dodge, lowa 50501 USA  NADA 15-030, Approved by FDA
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USUAL DOSAGE: Dogs — 0 25 mguptc 05
mgfib of body Weight, Cats — 05 mg up to 1
mg/lb of body weighl. Horses —2mguptod
mg/100 s of body we )

READ PACKAGE msem +

NDC 0856-3020-01

PromAce Injectable
NE MALEATEINJEC‘I’IDN USP ’

ACEPHO

S(ol‘e at oontmﬂFu,a fooinTempératie 15°1
C {69°

mmazma 11043+ (dmmﬂégz gr%ﬂéyg

Thls sterﬂe aquaous sofirfion also contalns N |
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A Sterile Soluition for
Intravenous, intramuscutar or
Subcutaneous Injection
Equivalont to 10 mg/mL Abepromazi Waloais, L/SP

50 mL
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