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FREEDOM OF INFORMATION SUMMARY

1. GENERAL INFORMATION

a.
b.

a o
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L

m.

File Number: Supplemental New Animal Drug Apphcatlon (S/NADA) 139-236

Sponsor: LLOYD, Inc.
604 W. Thomas Avenue
P.O.Box 130
ShenandOah Iowa 51601-0130

Drug Labeler Code: 061690

. Established Name:  Xylazine hydrochlonde
. Proprietary Name:  Cervizine 300 Injectable
. Dosage Form: InJectable 300 mg/mL sterile solution

How Supplied: 20 mL multiple dose vials

. How Dispensed: Prescription (Rx) ,
. Amount of Active Ingredients: Xylazine hydrochlonde 300 mg/mL solutlon

. Route of Administration: Intr,amuscular

. Species/Class: Fallow Deer, Mule Deer, Sika Deer, White;tail,ed Deer, and

Elk/Cervidae

. Recommended Dosage:

Fallow Deer (Dama dama) — 0.67 to 1.33 mlL/100 Ibs body
weight (2.0 to 4.0 rng/lb or 4.4 to 8 8 mg/kg)

Mule (Odocoileus hemionus), Sika (Cervus nzppon) & White-tailed (Odocoileus
virginianus) Deer — 0. 33 to 0. 67 mL/ 100 Ibs body weight (1.0 to 2.0 mg/lb or 2.2

to 4.4 mg/kg);

Elk (Cervus canadensis) — 0.08 to 0.17 mL/100 Ibs
Bodywe1ght (0.25 to 0.5 mg/lb or 0.55-1.1 mg/kg)

Pharmacological Category: ‘Sedative/Analgesic

Indications: Xylazine should be used in Cervidae (Fallow Deer, Mule Deer, Sika
Deer, White-tailed Deer and EIk) when it is desirable to produce a state of
sedation accompanied by a shorter period of analges1a Xylazine may be used for
the following:
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To calm and facilitate handling of fractious animals.
Diagnostic procedures.

Minor surgical procedures..

el e

Therapeutlc medlcatlon for sedatlon and relief of pain following injury or
surgery.
5. As a preanesthetic to local anesthetic. Cervizine 300 at the recommended

dosages can be used in conjunctlon with local anesthetlcs such as
procaine or lidocaine.

n. Effect of Supplement This supplement provides for a 300 mg/mL xylazine

concentration, in addition to the approved concentrauon of 100 mg/mL for
Cervidae.

2. EFFECTIVENESS:

AnaSed (xylazine hydrochlonde) 100 mg/mL and Cervizine 300 InJectable
(xylazine hydrochloride) 300 mg/mL are injectable solutions that contain the
same active and inactive ingredients and are buffered to the same pH. Xylazine
hydrochloride is freely soluble in water at 100 mg/mL and 300 mg/mL Based on
the formulation characteristics of the proposed xylazine product, no additional
effectiveness studies were required for approval of the xylazme 300 mg/mL
product.

3. TARGET ANIMAL SAFETY:

AnaSed (xylazme hydrochlonde) 100 mg/mL and Cervizine 300 Inj ectable
(xylazine hydrochloride) 300 mg/mL are inj jectable solutions that contain the
same active and inactive 1ngred1ents and are buffered to the same pH. Xylazine
hydrochloride is freely soluble in water at 100 mg/mL and 300 mg/mL. Based on
the formulation characteristics of the proposed xylazine product, no additional
studies were required for approval of the xylazine 3 OO mg/mL product. '

4. HUMAN SAFETY:

This drug is 1ntended for use in Fallow Mule S1ka and Whlte Ta11ed deer and
Elk, which are non-food animals. Because this new animal drug is not intended
for use in food- producmg animals, data on human safety pertaining to drug

residues in food animals were not required for approval of this supplemental
NADA.

Human Warnings are provided on the product label as follows: “Avoid accidental
administration to humans. Should such exposure occur, notify a phy51c1an
immediately. Artificial respiration may be 1nd1cated Do not use in Cerv1dae less
than 15 days before or during the hunting season.”
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5. AGENCY CONCLUSIONS:

The data submitted in support of this NADA satisfies the requirements of section
512 of the Federal Food, Drug, and Cosmetic Act (FFDCA), and Section 514 of
the implementing regulations. The data demonstrate that Cervizine 300, when
administered under labeled conditions of use, is safe and effective for use in
Cervidae (Fallow Deer, Mule Deer, Sika Deer, White-tailed Deer and Elk) when
it is desirable to produce a state of sedation accompanied by a shorter period of
analgesia.

The drug is restricted to use by or on the order of a licensed veterinarian because
professional expertise is judged to be critical for the assessment of conditions
requiring its use as well as for proper use of the drug.

Under the Center’s supplemental approval policy (21 CFR 514.106(b)(2)), this is
a Category II change; therefore, this action did not requ1re a reevaluation of the
safety and effectiveness data in the parent application.

Cervizine 300 Injectable is under the following U.S. Patent Numbers:

U.S. Patent Number =~ Date of Expiration
4,614,798 September 30, 2003

6. ATTACHMENTS:

Facsimile labeling is attached as indicated below:

a. Vial Label ,
b. Individual Box Label
c. Package Insert
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Cervmne 300

NJEC%\BLL .

Xylazme300mgpermL

Sedative and Analgesic
For Cervidae

CAUTION: Federal law resstricts this.
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Toensed velerinarian,

NADA #139-236,
Approved by FDA

EACH mL CONTAINS

Xylazine (asltehydmcl‘ilon de)
300mg, methylparaben 0.9 mg,
propylparaben 0.1 mg, sodium
citrate 'dihydrate 8.9 nig and
water for injection.”pH adjusted
with HCI or sodium citrate.

Protect from heat. Do notstore
over 30°C (86°F).

READ PACKAGE INSERT

Incorporated o
Fort Coflins, CO 8;)524 USA




A sleeplike state, the depth of whioh 1s dose-
dependent, Is usually maintained for 7102
- hours, while'analgesia fasts from 1510 30 min-
- utes. The centrally acting muscle-relaxant ef-

g tect causes relaxation of the skeletal muscula-k e
ture oomplementing sedaﬁon and analgesia. B ) o

In Cervidae under the influence of xylazine, the

- respiratory rate Is reduced as in natural sleep.
Following treatment with xylazine, the heartrate

is decreased and a transient change In the con-
ductivity of the cardiac muscle ‘may ‘oceur, as

ay
lowing Inframuscular Injection of ‘xylazlne, the
ncldence Is less than when it is adiministered

Intravenously Intravenous administration of

xyiazine causes a transient rise In blood pres- )

, sure, followed by a sltght deore'

. Xylazine has no effecton blood clomhg ﬁme or

other hematologlc parameters.

REFEHENCES'

1-,Detwener D. K.: The Diagnosis and Signifi-
- cance of Cardiac Arthythmias in Progress in
Equine Practice. Edited byE. J. Catcott and
J. F. Smithcors.

an 'Veterlnary Publi-

‘Wheaton, IL, (1966) 280-281.

2.Glazler, D. B.: Atrloventricular
Irish Vet. J., Vol. 12 (1958), 194-198.

3. Holmes, J. R Alps, B. J. Observations on

Horse. Can. Vet. J., Vo! 7, No.
280-290.

4.Smetzer, D. 1., Smith, C. R., Senta, T.: Sec-
ond Degree Atrioventrlcular Block in the
Horse. Am. J. Vet. Res., Vol 30 No 6

(1969), 933-946

STORAGE INFORMAﬂON.
Protect from heat. Do not slore over 30° [}

(86°F).

HOW SUPPLIED: Cervizine 300is supplied in
20 mL multiple-dose vfals as a sterile solution

. NADA #139-236, Approved by FDA

» Manufactured hy
Wildlife Pharmaceuticals, Incorporated
“Fort Collins, CO 80524 USA

July 2001

: evidenoed by a partlal atrloventrlcu!ar block.

_ CAUTION: Federal I

“Cervizine 300
_INJECTABLE
| " (Xylazine)
300 mg/mL Injectable

.. Sedative and AnalgeercforUseln B
Cervidae (Fallow Deer, Mule Deer, Sika
Deer Whrte-Ta1ed Deerand Elk)

by or on the order of a licensed veterinarian.

DESCRIPTION; Xylazine (as the hydrochloride)
300 my, methylparaben 0.9'mg, propylparaben
01 mg, sodium cltra!e dihydra e 8‘ g and

Xylazine may be used for the following:

1 “To calm and facilitate handling oi fractious an-

“'mals.
2. Diagnostic procedures.

“8. Minor surgical procedures.

4 Therapeutic medication for sedation and re-
Hief of pain following Injury or surgery.

5, As a preanasthetic to local anesthesia.

Cervizine 300 at the recommended dosages
can be used In conjunction with local anes-

o thetics such as procaine or Iidocaine
DOSAGE AND ADMINISTRATION

1 Dosage '

Administer Intramuscularly, by e!ther hand
syringe or syringe dart, in the heavy muscles
of the croup or shoulder.

Fallow Deer (Dama dama) — 0.67 10 1.33
mL/100 ibs body weight (2.0 t0 4.0 mghb or

. 44t088mglkg)

Mule Deer (Odoooileus hemlonus) - 0 33

to 0.67 mL/00 Ibs body weight (101020

mgAb or 2.2 {0 4.4 mg/kg).

Sika Deer (Cervus nippon) -~ 0.33 to 0.67
- mL/100 Ibs body weight (1010 20 mgllb or
221044 mghkg). ‘

White-Tailed Deer (Odooolleus virglnianus)

- 0.33 10 0.67 mL/100 Ibs body welght (1.0~~~

t02.0 mg/ib or 2 2 to4. 4mg/kg)

EIk (Cervus canadensis) — 0.0810047ml/

100 Ibs body welght (0.25 to 0.5 mg/b or
05510 1.1 mghkg).
Following Injection of xyf:
should be allowed to- quiel
full effect has been reached.




These dosages produce sedatlon whlch Is

2 Preanesthetic to
- Xytazine at the re
be used In conjunction with local anesth
ics, such as procaine or lidocaine.

3. Preaneslhetlc fo Gel eral Anesthesla

system depressants stch as pentobarbltalw o

sodiiim, thiopental sodiim’ and thiamylal so-

dium. Therefore, the dosage of such com-
pounds should be redticed and administered

In general, only 1810 1/
osage of the barbiturates
will be needed to produce a surgical plane of

anesthesia. Post-anesthetic or e ergencek o

excitement has not bex
preanesthetlzed with

Xylazine has been used successfully as a pre-
anesthetic agent for pentobarbital sodium, thlo-

pental sodium, thiamylal sodium, nitrotis oxtde o
sther, halothane, glyceryl gualacolate and e

methoxyﬂurane anesthesia.

WARNING: This drug should ot be adminis-

tered to domestic tood-produclng animals,

Do not use in Cervidae less thanyts days be-

fore or-during the hi

In Cervidas, occaslonal capture-assoclated_ . 300 S

rate of approximately 3.5% atte
administration of xylazine.

Dorxxtusexylazinehoonjunotlonwlhlranquilhers

Avold accidental administration fo humans S

Should such exposure occur, notiftya physiclan
immedlately Artificial respiration may be Indi-
cated.

PRECAUTIONS Caremlconsideratlonsh id

be given before admi k
significantly depressed resplratlon ‘severe
pathologic heart disease, advanoed llver orkid-
ney disease, severe endotoxlc o

shock and stress cond
heat, cold, high altitude or fatigue.

Analgesic eﬂect is variable, and depth should
be carefully assayed prlor to surgical/clinical

procedures. Varlability of analgesia occurs

most frequently at the distal extremities. of
Cervidae. In spite of sedation, the practitioner
-and handlers should proceed with ctition
~gince defense reactions may not be dimin-

It is preferable to administer
fasted Cervidae. As in all
guard against asplratlo
the lungs andlor bloat during deep sedatlon Is
necessary.

Care should be taken to administer
300 in the heavy ‘muscles of the croup or
shoulder. Injections given subcutaneously,
intraperltoneally or into fat deposlts wtll gIve
unpredictable results. ) ,

" Theusual ime o Initial effect of the drug

) ]ecllon or mlscalculatlon 0
. able to wait one hour before adminlstenng a
second dose :

sallvation, various v¢ at
_ bleatmg, groaning, grunting. snoring) onexpira-
yrinding of mok

‘dminis,!l?fc rizine Of

 jection In Cervldae

,Cervldae shouid not be disturbed during induc- .
usually maintained for 1 to 2hours, and am oy

5 mlnut'es The administrator of the drug should

'Adequate ventilation - especlally i cages or
‘crat_es sjmandatory. keep head and neck In

" from assuming lateral recumbency. A sternal
- "recumbent posllion is deslrable

Whileundertheettectsotxylazine lheanlmal

~~"'»sllouldbepromctedlromanexh'emelyhotoroold

' Efforts should be made to prevent patient from
‘ rlslng until almos! complete r _

rylsattalned N
The transportatlon of Cervld given Cervlzlne

.and entire body with cold water has usually
- proven to be an effective deterrent.

The sale use of Cervizine 300in Cervidae used

.for breeding purposes, durlng pregnancy or

during lactation has not been evaluated

onense nEAcnous Xylazine in Cervidae

“uged at recommended dosage levels may oc-

uscle tremors, brady-

s (bellowing,
,, eeth prolrudingf N
been noted In some cases.

e PHARMACOLOGY Xylazine a non-narcotic
oompound lsasedatwe and ¢

principal pharmacologlc‘
within 10 to 15 minutes after i Intramuscular ln-_ ;



