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FREEDOM OF INFORMATION SUMMARY 

1. GENERAL INFORMATION 

a. File Number: Supplemental New Animal Drug Application (SiNADA) 139-236 

b. Sponsor: LLOYD, Inc. 
604 W. Thomas Avenue 
P.O. Box 130 
Shenandoah, Iowa 5‘1601-0130 

Drug Labeler Code: 061690 

c. Established Name: Xylazine hydrochloride 

d. Proprietary Name: Cervizine 300 Injectable 

e. Dosage Form: Injectable 300 mg/mL sterile solution 

f. How Supplied: 20 mL multiple dose vials 

g. How Dispensed: Prescription (Rx) 

h. Amount of Active Ingredients: Xylazine hydrochloride 300 mg/mL solution 

i. Route of Administration: Intramuscular 

j. Species/Class: Fallow Deer, Mule Deer, Sika Deer, White-tailed Deer, and 
ElkCervidae 

k. Recommended Dqsage: 

Fallow Deer (Dama dama) - 0.67 to 1.33 mL/lOO lbs body 
weight (2.0 to 4.0 mg/lb or 4.4 to 8.8 m&g); 

Mule (0docoiZe~s he&onus), Sika (Cewus ~zippon) & White-tailed (Odocoileus 
virginianus) Deer - 0.33 to 0.67 mL/lOO lbs body weight (1 .O to 2.0 mg/lb or 2.2 
to 4.4 mgikg); 

Elk (Cewus canad<&s) - 0.08 to 0.17 mWlO0 lbs 
Bodyweight (0.25 to 0.5 mg/lb or 0.55-1.1 mg/kg) 

1. Pharmacological Category: Sedative/Analgesic 

m. Indications: Xylazine should be used 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.’ Xylazine may be used for 
the following: 
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1. 

2. 

3. 

4. 

To calm and facilitate handling of fractious animals. 

Diagnostic procedures. 

Minor surgical procedures. 

Therapeutic medication for sedation 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 conjunction with local anesthetics, such as 
procaine or lidocaine. 

n. Effect of Supplement: This supplement provides for a 300 mg/mL xylazine 
concentration, in addition to the approved concentration of 100 mg/mL for 
Cervidae. 

2. EFFECTIVENESS: 
AnaSed (xylazine hydrochloride) 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 xylazine 300 mg/mL 
product. 

3. TARGET ANIMAL SAFETY: 
AnaSed (xylazine hydrochloride) 100 mg/mL and Cervizine 300 Injectable 
(xylazine hydrochloride) 300 ni&iL 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 
studies were required for approval of the xylazine 300 mg/mL product. 

4. HUMAN SAFETY: 
This drug is intended for use in Fallow, Mule, Sika, and White-Tailed deer and 
Elk, which are non-food animals. Because this new animal drug is not intended 
for use in food-producing 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 physician 
immediately. Artificial respiration may be indicated. Do not use in Cervidae 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 
5 12 of the Federal Food, Drug, and Cosmetic Act (FFDCA), and Section 5 14 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 5 14.106(b)(2)), this is 
a Category II change; therefore, this action did not require 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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20mL 

NADA#l39-236, 
Approved by FDA 

EACH mL CONTAINS: 
Xylazine(asthe~~f 
39om9.meurvlperabeno.9mg. 
propylpediin 0.1 mg. sodium 
i&ate dihydrate S.(f mij and 
waterforinjection:p~usted 
withHClorsodiidra@ 

Protectfromheat. Donotstom 
over3fPC(8@F). 

REI@WCW&ElNSERT 
aEKHIEustNGTHls*w~ 

VvikweP 
IW o 
Fort CoKms. CO 7524 &A 



A sleeplike state, the depth of which Is dose- 
dependent, is usually maintained for.1 to 2 
hours, while anakgeshi lastsfrom 15 to 36mln- 
utes. The ix&ally acting muscle-relcutant ef- 
feet causes relaxation of the skeletal mu%&- _ ture comp,eme~~~~.~~~~~~~~~~~~~~i~ 

,. “““I (Xylazine) 
In Cervfdae under the influence of xylazlne, the ,_ . ̂ ” 
respiratory rate is reduced as in natural sleep. 

300 tig/tiL ln@ctable 
Foliowing treatment wtth xylazine, the heart rate 
Is decreased and a transient change iin the con- 
ductivity of the cardiac muscle. mayo&ur, as 
evidenced by a partial atrioventric@ bjock. 
This resembies the,aa,ovenfrikri~ bfcZk?dteti 
observed in norm& h@&$%“i ‘*;dii-ih’ij$l a 

may occasionaijy occur fol; 
pda, &l” ‘bi&Kz*,i’,. %hi’.)f -: 3 .“,.i” _i.’ * b_hx ; 

iowfng Intramuscular Injection of xylazine, the 
Incidence is less thanwhenh’i‘s adi$ini@xed _ 
Intravenously. Intravenous administration of 
xytaiine causes a transient riss kt blood pres- 
sure, followed by a slfgtit decrease. 

Xytazine has no effect on bicod ciottlng time or 
other hematoiogio parameters. 

REFERENCES: 

.^ 
C3datiw and &$gesic for Use in 

Ce& @iii Deer, Mule Deer, Sika 
Deer, White-Tailed Deer and @k) 

.’ 

CAtJTtOf& Federal taw res&$ this drug to use ‘3.. X, *- 1 ,,< r .> by oion the ord”ijr of ti’“~m~ 

bESCRIFllON: Xyiazins (as ths hydrochloride) 
300 mg, methyiparaben 0.9 mg, propyiparaben 
0.1 mg, sodium citrats dihjidrate 8.0 ‘mg and 
water for injection. pH adjusted with HCI or so- 
dium citrate. ‘” ‘. ” 

INbICATl0N.S: Xytazine should be used in 
Cervtdae (Fallow Deer, Mute Deer, Sika Deer, 
White-Tailed Deer,and Elk) when it is desirabje 
to’moduce a state of sedation accomoanied 

1. Detwelier, D. K.: The Diagnosis and Signifi- 
acts of Cardiac &@tthmias hi f%bares~ in 

I -----.-- ..- .-w---- --- 

Equine Pradtke. Edth 3d by E. J. Catcott and 
J. F Smithcors. Amencan .ve ‘- -‘- “-tennary Pub% 
cations, Inc., Santa Barbi.. _, -~. - . ..- Bra. CA and 
Wheaton, IL, (1986), 280-281. 

2. Glazier, D. B.: Atrioventt!cular Hwej Ej!e.., 
Msh Vet. J., Vol. 12 (1958) i‘94-198. 

3. Holmes, J. R., Alps, B. J.: Obrar\rrHn- nn 1sw1 you”“.? “II 

by ‘a shorter period of analgesia . , ,- ” “‘.,~ .( 

Xyiazine may be used for the following: 

1. To calm and faclijtate handling of fractious anl- 
mais. 

2. Diagnostic procedures. 
” 3. Minor surgical procedures. 

Partial Atrioventricuiar~ Hearf t ~Blcck inthe 
Horse. Can. Vet. J., Vol. 7, N 0. 12, (1966), 
7#ln.7al-l WV” _“... 

A e-.4....- n I E...uh fi m Senta,-,-: * 
-h31111ILw, u. L., c2IIIIU8, V. n., u 

mtrrnlr In Iha ond Degree Atrioventricular yIv\m 111 111= 
Horse. An * *. . - .,~. ^a L.. I 

I. J. veq nes., VOI. 30, NO. f5, 

(19691 Q* ,, “2948. 
_ 

STORAGE INFCRMATiOf’ 
Protect from heat. Do not JIV~C~ 
rnrlr r3 

4. Theraneutic medication for sedatlon and re- 
-- iief of ‘pain foiiowing injury or surgery 

4% 
T 

too- l-1. 

Y: 

rJ--- over 30° C 

5.As a preanesthetic to local anesthesia. 
Cervlzine 300 at the recomme.nded dosages 
can be used in conjunction with local anes- 
thetics. such as orocaine or ildoca ine. 

DOSAGE AND ADYINISf’RATlCN: 

1. Dosaae 

HOW SUPPLIED: Cervizine 3901s supplied in 
20 mt multiple-dose viais as a sterile solution. 

Administer intramuscularly, by either hand 
syringe or syringe dart, in the heavy musdes 
of the croup or shoulder. 
Fallow Deer (Daina dama) - 0.67 to 1.33 
mu100 ibs body weight (2.0 to 4.0 mgitb or 
4.4 to 8.8 mg/kg). 

Mule Deer (Odocoifeus hemionus) - 0.33 
to 0.67 r&t00 Itis body Z&M (1 .O to 2.9 
mg/lb or 2.2 to 4.4 mg/kg). ” 

Sika Deer (Cervus n&on) - 0.33 to 0.67 
mUlO ibs body weigM( 1 .O to ‘2.0 mgnb or 
2.2’to 4.4 rngncg). 

NADA #139-236, Approved by FDA 

White;Taiied Deer (OdocNeus vfrgnhws) 
- 0.33 to 0.67 mUlo ibs..body weight’(~.O 
to 2.0 mgIlb or 2.2 to 4.4 mg/l@. 

ManufaTcfured by 
Wildlife Pharma&ttcais, incorporated 

Fort Collins, CO 80524 USA 

July 2601 

Elk (Cerws cenadensie) - 0.08 to 0.17 mU 
100 ibs body weight (0.25 to 0.5 mgilb or gitb or 
0.55 to 1 .l me/kg). 

Following injection of xyfgzine, the animal 
should be allowed to rest qu&tiy untti the- 
full effect has been reached. 
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These dosages produce sedation which Is 
usually maintalned for 1 to 2 hours, and an- 
algesla~wtiich lasts for 15 to 30 mir@tes. 

2:Preanesthettc to Local Anesthesia xylazin* at *e r.mmfii~~d”~.&~~ti 

be used in conjunction with iocat &&het- ’ 
its. such as procaine or Ildocaine. 

3. Preanesthettc to Genera! Anesthesia 
Xytazine at the rec$mmended.dqsage rates 
produces an addff effect tocentrr ne.rvous 
system depressants. such ,as pentobarbital 
sodium, thIopentalst%iium and thlamytai so- 
dium. Therefore, the dosage of such com- 

Cervklae shouldnot ,be di@&$ during induo 
don or untt’&‘full effectof then drug has been 
HZSched whiti is ‘usuay lb to 15 minutes foi- . .._ / ,, .“‘ ,,_ 1 . 3 
lowtng in]ectton. 

. 
iii u&at time to initial effeZ&o drug is 2 to - 

-.. 

5 minutes. The administrator of the drug shouki 
be fully cognizant of this interval prior to ad- 
mfnisbatfon ofdrug to free-ranging deer oielk, 
especially at night or in he&y wooded iiea& 

. . ..I1 the animal has been underdo@ (fautty in- 
jection or miscaiculatton on weight) it is advts- 
able to waft one hour before~admint@ing a 
second. dose. 

pounds shoutd be reduced and administered 
to the desired effect. in general, only I/3 to 1 I 
2 of the caicuiated dosage of the barbiturates 

Adequate ventilation - eSpe&tly in cages or 

wtll be needed to prdauc%surgi%l‘plarie of 
crates is mandatory: keep head’a?rd neck in 
position to insure patent air passage and to 

anesthesia. Post-arresthe@ w.emergence prevent aspkatkon of +x+h~cc@rit$ 
excitetient has not been~observe$in a~$‘@ 11 ^ 
preanesthetlzed wtth xylazine. 

Dudrig sedatioii-~ii\e:“sh.b~~~~.~f. . 

Xyiazine has been used succes#uily as a pm- from assumkig lateral recumbency. A sternal 

anesthetic agent for p&ttobarbitat sodium, thio- recumbent position is deeirabte. 

pental sodium, thiamylal sodium, nitrous oxide, 
ether, haiothane, giyceryi guaiacolate and VVhileundertheeffectsofxyiazfne,theanimat 
methoxyfiurane ar7esthesj.a. shouldbepMected~anextremeiy@torcdd 

WARNING: lhis drug should not be adminis- 
enwnmetlt. j.” 

tered to dome+ food-produdng animals. Efforts should be made to prewnt patient from 
Do not use in Cervtdae less than 15, days be- rising until almost complete recovery is attained. 
fore or during the hunting season. 

in Cervidae, occasional capture-associated ,111 _ ” ” 
deaths occur. Ctiniclil titais revs@ a..mo$attty 
rate of approximately 3.5*h attendant wtth the 
administration of xytazine. 

Donotuse~eh~with~. 

Avoid accidental administration to humans. 
Should such exposure occur, notify a physician 
immediately. Artifidai respiration may be indi- 
cated. 

Precautions: .($@ui consMeration shouki -,i -,, .\-.“+&q*. >~ ,-. “_ . . 
be given before administering to Cervidae with 
significantly depressed respiration, SeVeire 
pathologic heart disease, advanced liver or ktd- 
ney disease, severe endotoxlc or traumatic 
shock and stre~coriditions~such as e,xtreme __ ._ 

’ I ” heat, cold, high altitude or fatigue. 

Analgesic effect is v@al&s, and depth should 
be carefully assayed prior to surgl&i/dlinical 
procedures, Varlabtlity of analgesia occurs 
most frequently at the distal extremities of 
Cervtdae. Inspiteofsedatton,thepredRknn# 
and handlrirs shouid proceed &h CiiiEtlon 
since defense reactiona may not be dimln- 
Ished. 

The transportation of Cewidae given CervUine 
300 should bs,, car$1Jy’6&ftoied to prevent . ‘.eiGfg g~uggiing, injurjr bi deti. . .( 

Hyperthermic reactions may occur, espoctaiiy -+- 
if the subj%t iiin a highly excftod psychic state 
when the drug is ~SW&hd~ i-to&$ Uik head 
and e&e body wifh cold’ w$ter has usually 
proven to be an effective deterrent. 

The safe use of Cervizine 300 tn CenMae used 
for breeding purposes, during pregnancy or 
during lactation has not been evaluated: 
ce&-$3 ihoLiM be bnteb wlii “,a in bf 

the &id@ive efj+,of Ceri@e 300 ‘qe QM~. ’ 

ADVERSE DEACTtGIS: Xytaztne in Cervtdae 
used at recommended dosage leveis may oo 
caskmaiiy cause sitght muscle tr&nors. brady 
cardia with partial A-V lie&t block and a reduced 
respirtitii$@it& Notii&t in response to sharp 
auditoj stimuli may be observed. In Cervtdae, 
salivation, various vocaliiatrons (betlowing, 
bleating, groaning, grunting, snoring) on expira- 
tton;auditile grinding of molar teeth, protruding tGngu6 and 6.%aa ttifiii2iiiwr& tiati &) 

been llowiii~i?l6‘c&.~ >>. . .*.a ,,e, .., m/s- 

It is preferable to admW!x %%!!@!? ,iiRtO 
fasted Cervtdae. As in ail ruminants a safe- 
guard against aspiratton ot food materiaikito~ 
the lungs and/or bloat during deep sedation is 
necessary. 

Care should betaken to’ administer,CervQ& 3oo in the heavy ;;;‘J~-++~q~e~ s--~ijp‘or _ _ 

shoulder. injections given subcutaneously, 
intraperttoneaily or into fat deposits wiii give 
unpredictable resuks. 

PHARMACOLOGY: Xytazine, a non-narcotic 
compound, is a sedative and ,anaigesic as w&l 
as a muscle relaxant tts.sedadve and +ge- 
sic activtty is related to central nervous system 
depression. lts muscle-relaxant effect is based 
on inhibition of the intraneur&4 ‘transmission of . . . i, .,..,.,/ *“‘.+ ̂  .- _ I I 
impulses in the dntral nervous system. The 
principal pti&rMok@cal’ actlvtttes aevelop 
wtthin 10 to 15 minutes after intramyscular In- 
iectton in Ce+tdae. / 


