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FREEDOM OF INFORMATION SUMMARY 

ANADA200-324 

Dexamethasone Injection, 2 mghiL 
(2 mg dexamethasone) 

Indications for use: For the treatment of primary bovine ketosis and as an anti- 
inflammatory agent in cattle and horses. 

Sponsored by: 
Veterinary Laboratories, Inc. 

Lenexa, KS 66215 
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FREEDOM OF INFORMATION SUMMARY 

1. GENERAL INFORMATION: 

a. File Number: 

b. Sponsor: 

c. Established Name: 

d. Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

g. How Dispensed: 

h. Amount of Active 
Ingredients: 

i. Route of Administration: 

j. Species/Class: 

k. Recommended 
Dosage: 

ANADA 200-324 

Veterinary Laboratories, Inc. 
12340 Santa Fe Drive 
Lenexa, KS 662 15 

Drug Labeler Code: 000857 

Dexamethasone Injection 

Dexamethasone Injection 2 mg/mL 

Injectable 

100 mL multiple dose vial 

Rx 

Each mL contains: 2 mg dexamethasone; 
500 mg polyethylene glycol400; 9 mg 
benzyl alcohol, 1.8 mg methylparaben, and 
0.2 mg propylparaben as preservatives; 
4.75% alcohol; HCl to adjust pH to 
approximately 4.9; water for injection qs. 

Intravenously or intramuscularly 

Bovine and equine 

Bovine-5 to 20 mg 
Equine-2.5 to 5 mg 
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1. Pharmacological Category: Anti-inflammatory. 

m. Indications: Treatment of primary bovine ketosis and as 
an anti-inflammatory agent in cattle and 
horses. 

n. Pioneer Product: Azium@ manufactured by Schering-Plough 
Animal Health (NADA 12-559) 

2. TARGET ANIMAL SAFETY AND DRUG EFFECTIVENESS: 

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by 
the Generic Animal Drug and Patent Term Restoration Act (GADPTRA) of 1988, a3 
Abbreviated New Animal Drug Application (ANADA) may be submitted for a 
generic version of an approved new animal drug (pioneer product). New target 
animal safety and drug effectiveness data and human food safety data (other than 
tissue residue data) are not required for approval of an ANADA. 

Ordinarily the ANADA Sponsor shows the generic product is bioequivalent to the 
pioneer, which has been shown to be safe and effective. If bioequivalence is 
demonstrated through a clinical endpoint study, then a tissue residue study to establisl 
the withdrawal time for the generic product should also be conducted. For certain 
dosage forms, the agency will grant a waiver from conducting an in viva 
bioequivalence study (55 FR 24645, June 18, 1990; Fifth GADPTRA Policy Letter; 
Bioequivalence Guideline, October 2000). 

n 

Based upon the formulation characteristics of the generic product, Veterinary 
Laboratories, Inc. was granted a waiver from the requirement of an in vivo 
bioequivalence study for Dexamethasone Injection 2 mg/mL. The generic and the 
pioneer product (injectable solutions) contain the same active and inactive ingredients 
in the same concentration. The pioneer product, Azium’@, the subject of Schering- 
Plough Animal Health’s NADA 12-559, was approved on March 29,196l. 

3. HUMAN SAFETY: 

There is no tolerance or withdrawal period associated with this or the pioneer product. 
Therefore, no human safety data pertaining to residues in food were required. 

4. AGENCY CONCLUSIONS: 

This Abbreviated New Animal Drug Application (ANADA) submitted under section 
5 12(b) of the Federal Food, Drug, and Cosmetic Act satisfies the requirements‘of 
section 5 12(n) of the act and demonstrates that Dexamethasone Injection, when used 
under its proposed conditions of use, is safe and effective for its labeled indications. 
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5. ATTACHMENTS: 

Labeling: Pioneer Labeling for NADA 12-559: 
Azium@- 100 mL vial size and insert 

Generic Labeling for ANADA 200-324 

Dexamethasone Injection- 100 mL vial size and insert 
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' (DEXAMETMASONE) 

Solution 
Veterinary 
For intravenous 
or intramuscular 
injection. 

Each ml contains: 2 mg dexamethasoa 
500 mg poiyethyiene gbi 4OQ 9 mg benz 
atcohol, 1.9 mg methylpareben, and 02 m 
propylparaben as preservatives; 4.759 
alcohol; KCI to adjust pH to approximately 4.! 

’ w&rforinjectianqs. 
Usual Dose: 
Bovine -5 to 20 mg 
Equine -2.5 to 5 mg 
Warning: A withdrewal period has not bee1 
Mabkhedfarthisptodudin~n~ 
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Sterile 

A~i~rn~ 
WXAMETHASONE) 

Solution 
Veterinary 

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

Scheri&-plough Animal Heaitt 
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A Z IU M @  
1 D E X A M E T H A S D N E ) 

S o l u ti o n  -  2  m g /m l  
fo r i n tra v e n o u s  o r 
i n tra m u s c u l a r i n j e c ti o n  
V e te r i n a ry  

C A IJ T ID N  
F e d e ra l  l a w  re s tri c ts  th i s  d ru g  to  u s e ’ b y  o r 

o n  th e  o rd e r o f a  l i c e n s e d  v e te ri n a ri a n . 
D E S C R IP T IO N  

A X J M  fd e x a m e th a s o n e ) S o l u ti o n  i s  a  s y n  
th e ti c  a n a l o g u e  o f p re d n i s o l o n e , h a v i n g  s i m i l a r 
b u t m o re  
a c ti o n  a n  B  

o te n t a n ti - i n fl a m m a to ry  th e k a p e u ti c  
d i v e rs i fi e d  h o rm o n a l  a n d  m e ta b o l i c  

e ffe c ts . M o d i fi c a ti o n  o f th e  b a s i c  c o rti c o i d  
s tn @ re  a s  a c h i e v e d  i n  A Z g J M .o ff e rs  e n h a n c e d  
a n ti - i n fl a m m a to ry  u ffe c t c o m p a re d  to  o l d e r c o r- 
ti c o s te ro i d s . T h e  d o s a g e  o f A Z IU M  re q u i re d  i s  
m a rk e d l v  l o w e r th a n  th a t o f o re d n i s o n e  a n d  
p re d n i s o fo n e . 

A Z IU M  S o l u ti o n  ‘i s  n o t s p e c i e s -s p e c i fi c : 
h o w e v e r, th e  v e te ri n a rta n  s h o u l d  m a d  th e  s e c - 
ti o n s  o n  IN D i C A T l O fi S , D O S A G E , S ID E  
E P F E C T S , C D N T R A fN D l C A l ’T D N S , P R E C A U -  
T IO N S , a n d  W A R N IN G S  ‘b e fo re  th i s  d ru g  i s  
u s e d . . 

A Z IU M  S o l u ti o n  i s  i n te n d e d  fo r i n & v e n o u s  
o r i n tra m u s c c u l e r a d m i n i s tra ti o n . E a c h  m l  c o n - 
ta i n s  2  m g  d e x a m e th a s o n e , 5 0 0  m g  p o l y e th y i . 
e n e  g l y c o l 4 0 0 ,9  m g  b e n z y l  a l c o h o l , 1 .8  m g  
m e th y l p a ra b e n  a n d  0 .2  m g  p ro p y l p a ra b e n  a s . 
p re s e rv a ti v e s , d 3 5 %  a l c o h o l . K I to  a d j u s t p tl  
to  a p p ro x i m a te l y  4 .6 , w a te r fo r i n j e c ti o n  q s . 
E X P E R IM E N T A L  S T U D IE S  

E x p e ri m e n ta l  a n i m a l  s tu d i e s  o n  d e x a - 
m e th a s o n e  h a v e  re v e a l e d  i t’p o s s e s s e s  g re a te r 
a n ti - i n fl a m m a to ry  a c t-h & y  th a n  m a n y  s te ro i d s . 
V e te ri n a ry  c l i n i c a l  e v i d e n c e  i n d i c a te s  d e x a - 

p o s s e s s e s  tw e n ty -fi v e  ti m e s  th e  a c ti v i ty  o f 
p re d n i s o l o n e . In  re fe re n c e  to  m i n e ra l o w rti c o i d  

y d v i i , d e x a m e th a s o n e  d o e s  n o t c a u s e  s i g n i i i  
c a n t s o d i u m  o r w a te r re t8 n ti o n . M e ta b o l i i  b a l - 
a n c e  s tu d i e s  s h o w  th a t a n i m a l s  o n  c o n tro l l e d  
a n d  l i m i te d  p ro te i n  i n ta k e  w i l l  e x h i b i t n i tro g e n  
l o s s e s  o n  e x c e e d i n g l y  h i g h  d o s a g e s . 
IN D IC A T IO N S  

A Z IU M  S o l u ti o n  i s  i n d i c a te d  fo r th e  tre a t- 
m e n t o f p ri m a ry  b o v i n e  k e to s i s  a n d  a s  a n  a n ti -  
i n fl a m m a to ry  a g e n t i n  th e  b o v i n e  e n d  e q u i n e . 

A s  s u p p o rtrv e  th e ra p y , A Z IU M  S o l u ti o n  m a y  
b e  u s e d  i n  th e  m a n a g e m e n t o f v a ri o u s  rh e u m a t- 
i c , a l l e rg i c , d e rm a to l o g i c , a n d  o th e r d i s e a s e s  
k n o w n  to  b e  re s p o n s i v e  to  a n ti - i n fl a m m a to ry  
c o rti c o s te ro i d s . A B U M  S o l u ti o n  m a y  b e  u s e d  

i n tra v e n o u s l y  a s  s u p p o rti v e  th e ra p y  w h e n  a n  
i m m e d i a te  h o rm o n a l  re s p o n s e  i s  re q u i re d . i  . 
B o v i n e  K t? fo s k  

A Z IU M  S o k rth m  i s  o ffe re d  fo r th e  tre a tm e n t 
o f p ri i ry  k e to s i s . T h e  g l u c o n e o g e n i c  e ffe c ts  o f 
A Z tU M , w h e n  e d m i n i s te m d  i n tra m u & r b 8 fy , a re  
g e n e ra 6  n o te d  w i th i n  th e  fi rs t 6  to  1 2  h o u rs . 

l & i  W h e n  IJ M  S o i u ti o n  i s  u s e d  i n tra v e n o u s l y , 
th e  e ffe c ts  m a y  b e  n o te d  s o o n e r. B l o o d  s u g a r 
l e v e l s  r i i e  to  n o rm a l  l e v e l s  ra p i d l y  a n d  g e n e ra l l y  
r i s e  to  a b o v e  n o rm a l  l e v e l s  w i th i n  1 2  to  2 4  
h o u rs . A c e to n e  b o d i e s  a re  re d u c e d  to  n o rm a l  
c o n c e n tra ti o n s  u s u a l l y  w i th i n  2 4  h o u rs . T h e  
p h y s i c a l  a tti tu d e  o f a n i m a l s  tre a te d  w l th  A L U M  
b ri g h te n s  a n d  a p p e ti te  i m p ro v e s , u s u a l l y  w i th i n  
1 2  h o u rs . M i l k  p ro d u c ti o n , w h i c h  i s  s u p p re s s e d  
a s  a  c o m p e n s a to ry  re a c ti o n  i n  th i s  c o n d i ti o n , 
b e g i n s  to .rn c re a s e . i n  s o m e  i n s ta n c e s , i t m a y  
e v e n  s u rp a s s  p re v i o u s  p e a k s . T h e  re c o v e ry  
p ro c e s s  u s u a l l y ta k a s  fro m  3  to  7  d a y s . 
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A Z l U 4 4  S o l u ti o n  m a y  b e  u s e d  a s  s u p p o rti v e  
th e ra p y  i n  m a s th i s ;~ m e tri ti i ; tra u m a ti c  g a s t& s , 
a n d  p y e l o n e p h ri ti s , w h i l e  a p p ro p ri a te  p ri m a ry  
th e ra p y  i s  a d m i n i s te re d . In  th e s e  c a s e s , th e  c a r-  
ti c o s te ro i d  c o m b a ts  a c c o m p a n y i n g  s tre s s  e n d  
e n h a n c e s  th e  fe e l i n g  o f g e n e ra l  w e l l -b e i n g . 

A Z IU M  S o l u ti o n  m a y  a l s o  b e . u s e d  a s  s u p . 
p o rti v e  th e ra p y  i n  i n fl a m m a to ry  c o n d i ti o n s , s u c h  
a s  a rth ri ti c  c o n d i i i o n s , s n a k e  b i te , a c u te  m a s - 
ti i i s , s h i p p i n g  fe v e r, p n e u m o n i a , l a m i n i ti s , a n d  
re ta i n e d  p l a c e n ta . 
E q u i n e  

A Z IU M  S o l u ti o n  i s  i n d i c a te d  fo r th e  tre e t- 
m e n t o f a c u te  m u s c u l o s k e l e ta l  i n fl a m m a ti o n s , 
s u c h  a s  b u rs i ti s . c a rp i ti s , o s s e fe ti , te n d o n i ti s , 
m y o s i ti s , e n d  s p ra i n s . If b o n a y  c h a n g e s  e x i s t i n  
a n y  o f th e s e  c o n d i ti o n s . j o i n ts , o r a c c e s s o ry  
s tru c tu re s . re s p o n s e s  to  A Z IU M  c a n n o t b e  e x - 
p e c t@  In  a d d i ti o n , A Z l U & J  m a y  b e  u s e d  a s  
s u p p o rtn re  th e ra p y  i n  fa ti g u e ; h e a t e x h a u s ti o n , 
i n fl u e n z a . l a m i n i ti s , a n d  re ta tn e d .@ a c e n ta  p m - 
v i d a d  th a t tb a  P r i m a ry  c a s k  i s  d e te rm i n e d  a n d  
c o m x te d :. ;;I 
A D M l N l S T i A Il D i  A N D ’b D S A @  ‘. 

T h e ra p y  w i th  A L U M  S o l u ti o n , e s  w i th  a n y  
o th e r p o te n t c o rti c o s te rd i d , s h o u l d  b e  i n d i v i -  
d u e l i i d  e c c p rd i n g  to  th e g e v e  ’ 
d h i o n  b e i n g  Ira a te d . a n & p a te  9  

o f th e  c o n - 
d u ra ti o n  o f 

s te m i d  W a p  , e n d  th e  a n i m a l ’s  th re s h o l d  o r 
to l e m n c e i p r s  ro fd  e x c e s s ) fi ! 

T re a tm e n t m a y  b e  c h a n g e d  o v e r to  A Z IU M  
S o l u ti o n  ffO m  a n y  o th e r g l u c o c o rti c o i d  w i th  
p ro p e r re d u c ti o n  o r a d j u s tm e n t o fd o s a g e . 

B w w - A Z IU M  S d u ti o n -5  to  2 0  m g  i n tra - 
v e n o m fy  o r i n tra m u s c u l a rl y . 

p 2 Iu M  P o w d e r m a y  b e  a d m i n i s te re d  o r th e  
p a re e te ra i  d o s e  re p e a te d  a s  n e e d e d . 

F @ ? & - A Z fU M  S o l u ti o n -Z .5  to  5  m g  i n tra - 
v e n o u s l y  o r i n tra m u s c u l a rl y . 

A ? l U M  P o w d e r m a y  b e  a d m i n i s te re d  o r th e  
p a re n te ra l  d o s e  re p e a te d  a s  n e e d e d . 
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AZIUM ” 
INFo~~%~ 

(DEXAMETHASDNE) ” 
Solution - 2 mglmi. . 
for intravenous or 
intramuscular injection 

Veterinary 

CONTRAlNOlCATlONS 
Except for emergency therapy, do not use in 

animals with chronic nephritis and hyper- 
corbcalism Kushing’s syndromeI. Existence of 
congestive heart failure, diabetes, and osteo 
porosis are relative contraindiitrons.*Do not 
use in viral infections during the viremic stage. 
PRECAUTiONS ’ 

Animals receiving AZIUM Solution should 
be under close observation. Because af the 
anti-inflammatory action .of corticostaroids, 
signs of infection may-be masked andIt may be 
necessary to’stop.Weatment until a further 
diagnosis is made..Dverdusage of.some gluco- 
corticoids may resuhin. sodium retehtion, fluid 
retention, potassium loss, and weight gain. 

AZIUM Solution maybe administered to 
animals with’acute or chronic bacterial infec- 
tions providing the infections are cbntrolied 
with appropriate antibiotic or chemotherapeutic 
agents. 

Doses greater than those recommended in 
horses may produce a transient drowsiness or. . 
tethargy in some horses. The lethargy usually 
abates in 24 hours. 

Use of corticosterojds,‘depending on hose0 , 
duration, and specific ste$oIdimay result III 
inhibition of endogenous steroid production 
following drug wrthdrawal. In patrents pres- 
ently raceiving orl”gently withdrawn from sys 
temrc cortfcostemrd,&eatments, therapy wib, a 
rapidly acting cortrcosteroid should be con- 
sidered in un)lsuallyQassfuI s,ituatroqs., ;+# :,.) I -.,,a. .,‘l ^.. ::*:,I. 

. WARNINGS i i:: . ‘: 
Clinical and axparimantal data have! 

demonstratad that ckicostemids administered ’ 
orally or paranteralhj$o animals may induce the 
first staoe of oarturition when administered 

rum inathg calves. Do not use in calves to 
be processed for veal. 
SiDE EPFECTS -I -. 

Side effects, such as SABnnd SGPT 
enzyme-elevations; weight loss, anorexia, 
polydipsia, and pofydria have ‘occurred 
following the use of synthek corticbsteroids in 
dogs. vomiting and diarrhed ‘foccasionally 
bloody1 have been observed in dogs andcats. 

Cushing’s syndrome in dogs has ‘been re- 
ported in association with prolonged or 
repeated stemid therapy. 

Corticostdroids reportedly cause laminitis 
in horses. 
HOW SUPPLIED . 

AZIUM Solution, 2 mg per ml, 100-p-i 
multiple dose via{, box of 1, 

Stare between 2O and 30°C f36” and 
86°F). : . 

during t&r last&ester of pregnancy and may 
precipitate parturition foltowed’by dystocia, 
fetal death, retainedptacenta, end memtis. 

Additionally, wrticostaroids administered 
to dogs, r;ibBii, and rodents during Pregnancy. 
have produced cleftpalate. Dther congenftal~ 
anomalies includii deformed forelegs. dhow- 
melia, and anasarca have been reported+in. 
offspring of dogs which received cortmsterolds 
during pregnancy. 

d withdrawal eriod has not been 
established for It ~s.prpduct in pre- _ e* 
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DEXAJUlETFi&ONE 
STERILE INJECTION 

Veterinary 
FOR ANIMAL USE ONLY 

CautkwFadafaliawrestr&thisdtugtousa 
byorontheordarafalihsadvawnarian. 

~E~~“~~~~~ ml 

alcoho!; HCt to adjust pH to 
approxtmately 4.9; water for injaction 

CUISTOMER PROOF * CWEGK CAREFULLY! 
Customer: SPARHAWK LABORATORIES P.O. #: RACHEL 

CYREL #: 28846 ITS) iSI 8/16!00 8131/99 9/5ioo 9/12/00 9/22/00 e/6/03 

1.875 X 5.75 

COLORS: 202 RED 

Fax Proofs are intended for proofmg of content and placement only, not for exact size or color breaks. 
Every effort has been taken to insure the accuracy and conformance to appliie regulations on this 
proof. However, please check carefidly as the final liability rests with the customer. 

Approved by: Date approved: 


