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FREEDOM OF INFORMATION SUMMARY 

SUPPLEMENTAL NEW ANIMAL DRUG APPLICATION 

NADA 140-854 

SYNANTHIC (oxfendazole) Bovine Dewormer Suspension, 22.5% 

To change the marketing status for use of the 22 .5% suspension in cattle from 
prescription status to over-the-counter status . 

Sponsored by: 

Fort Dodge Animal Health 

~ 007- l~f 0 ~ ~s`~ ~o` s ~. 
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I. GENERAL INFORMATION: 

A. File Number: NADA 140-854 

B. Sponsor: ForCDodge Animal Health 
Division ofWyeth 
800 Fifth St . NW. 
Fort Dodge, IA 50501 

Drug Labeler Code: 000856 

C. Proprietary Name: SI'NANTHIC (oxfendazole) Bovine Dewormer 
Suspension, 22.5% 

D. Established Name: ~fendazole 

E. Pharmacological Category : Antiparasitic 

F. Dosage Form: Oral suspension 

G. Amount of Active Ingredient: 225 mg/mL and 90.6 mg/mL 

This supplemental appmval only affects the 
225 mg/mL suspension. 

H. How Supplied: 500 mL and 1000 mL bottles 
(22.5% bovine suspension) 

1000 mL and 4000 mL bottles 
(9.06% bovine suspension) 

1000 mL bottle (9.06% equine suspension) 

I. How Dispensed: OTC 

J. Dosage : Cattle : 4.5 mg oxfendazole/kg body weight 
(2.05 mg/lb) 

K. Route of Administration: Oral 

L Species/Classes : Bovine and Equine. This supplementai approval 
only affects cattle. 
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M. Indications: For the removal and control of the following parasites in cattle : 
Lungworms: 
Dictyocaulus viviparus (Adult, L4) 

Stomach worms: 
Buberpole worms - Haemonchus contortus (Adult) and 

Haemonchus placei (Adult) 
Small Stomach Worms - Trichostrongylus axei (Adult) 
Brown Stomach Worms - Ostertagia ostertagi 

(Adult, L4,and inhibited L4) 

Intestinal Worms: 
Nodular Worms-Oesophagostomum radiatum (Adult) 
Hookworms-Bunostomum phlebotomum (Adult) 
Small Intestinal Worms - Cooperia punctata (Adult, I,4), 

Cooperia oncophora (Adult, L4), and 
Cooperia mcmasteri (Adult, I~4) 

Tapeworms-Moniezia benedeni (Adult) 

N. Effects of This supplement provides for a change in marketing status from 
Snpplement: prescription (Rx) to over-the-counter (OTC) by removing the 

intranuninal route of administration on the 22.5% suspension. 
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II . EFFECTIVENESS: 

A. Dosage Characterization : 

This supplemental approval does not change the previously approved 
4.5 mg oxfendazole/kg body weight dosage. The FOI Siiimnary forthe original 
approval ofNADA 140-854 dated September 17, 1990, contains dosage 
characterization information for cattle. 

B. Substantial Evidence: 

CVM did not require effectiveness studies for this supplemental approval. The FOI 
Summary for the original approval of NADA 140-854 dated September 17, 1990, 
contains a snmniary of studies Yhat demonstrate effectiveness of the drug for cattle . 
In the original approval oFthe 22.5% suspension, themarketing status was 
prescription due to the intraniiuinal route of adniinistration, in addition to the oral 
route. The intraniininal route is being removed from the label, thus the marketing 
status is changed to over-the-counter as adequate directions for use are written and 
likely to be followed in praetice for the lay person. 

III. TARGET AIVIMAL SAFETI': 

CVM did notsequire addi6onal target animal safety data for this supplemental approval. 
The FOI Siinuiiary for the original approval of NADA 140-854 dated 
September 17, 1990, contains a siimiiiary of target animal safety studies for cattle . 

IV. HUMAN FOOD SAFETY: 

A. Toxicology: 

CVM did not require toxicology studies for this supplemental approval. The FOI 
Siiiiiinary for the original approval of NADA 140-854 dated September 17, 1990, 
contains a siiiiimary of all toxicology studies. 

B. Residue Chemistry: 

CVM did not require residue chemishy studies for this supplemental approval. The 
FOI Snniiiiary for the original approval of NADA 140-854 dated September 17, 1990, 
contains a snmniary of residue chemistry studies for cattle. 

C. Microbial Food Safety : 

CVM considered the impact of the use of 4.5 mg/kg body weight SYNANTHIC 
(oxfendazole) Bovine Dewormer Suspension, 22.5% for the removal of various 
intemal parasites in cattle on anrimicrobial resistance development in bacteria of 
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public health concern. A microbial food safety assessment was not necessary at this 
time . 

D. Analytical Method for Residues : 

The FOI Sniiiinary for the original approval of NADA 140-854 dated 
September 17, 1990, contains the analytical method siimmaries for SYNANTHIC 
(oxfendazole) Bovine Dewormer Suspensian, 22.5% in cattle . 

V. USERBAFETY: 

The product labeling contains the following information regarding safety to humans 
handling, administering, or exposed to SYNANTHIC (oxfendazole) Bovine Dewormer 
Suspension, 22.5%: 

CAUTION: Use only as directed. Keep out of reach of children. Not for human use. 

To request a material safety data sheet, call 1-800-211-2573 . 

VI. AGENCY CONCLUSIONS: 

The data submitted in support of this NADA sarisfy the requirements of section 512 of 
the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514. The data demonstrate 
that SI'NANTHIC (oxfendazole)Bovine Dewormer Suspension, when administered 
according to the label, is safe and effecrive for removal and control of various intemai 
parasites . Additionally, data demonstrate that residues in food products derived from 
cattle treated with SYNANTHIC (oxfendazole) Bovine Dewormer Suspension will not 
represent a public health concern when the pmduct is used according to the label. 

A. Marketing Status : 

The Ageney has concluded that this product shall have over-the-counter markefing 
status because adequate directions for use have been written for the layperson and the 
conditions of use prescribed on the label are likely to be followed in practice. 

B. Exclusivity: 

This approval does not qualify for marketing exclusivity under section 
512(c)(2)(F)(iii) of the Federal Food, Drug, and Cosmetic Act. 

C. Supplemental Applications : 

This supplemental NADA did not require a reevaluation of the safety or effec6veness 
data in the original NADA (21 CFR §514 .106(b)(2)(viii)) . 
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D. Patent Information : 

The sponsor did not submit any patent information with this application. 

VII. ATTACHMENTS: 

Facsimile Labeling: 

A. 500 mL bottle label 
B. 500 mL carton label 
C. 1000 mL bottle label 
D. 1000 mL carton label 
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Synanthic~ 
OXFENDAZOLE 
Bovine Dewormer 
Suspension, 22.5% 

ForAnimal Use Only 
Manufacttired by a non-steril'aing process . 

E~h mL co~laY~s 225 mp of~md~mb. Shalm~well b~o~e 
use. Avdd fr~zio0. Protect from e~xessive I~eat . Stae at 
temPeraWres irot to e~a~ed 104°F (40°C) . . 
Consutt a veterinartan forassistance in the diegnosis, 
trerimeM~and aonWi of pa~sm. . . 
IqDpq1iW118 : SymaMhic Bovine Dewormer Suspension, 
22.5%, k a broad-specWm amheImGiUc ef(edNe for the 
removal and coMrd of Me followhp paiaaites in caWe: 
lunpworms, roundworms QnGudinp Inhibited forms of 
~ oster&~pn and tapexrormB. ~ indk~ted b~ow: 
Lri~ao~c Dk~rorauA~s vPolDsrus 

(AduH,L4) 
SbeadWanos 
Barbemolewams Hae~ndrusconrordu(AduR) 

H~norrhus p~ei(J1dutt) 
SmallSianach T~axel 
YYOrtl18 (/Wllla . 

~B(OWfI$IOI118Ch QSbl~p1208~1~1 
YVams (Adutt, L~4, Inhibtted L4) 
Ip~dql ~Rm~ 
Nodular Worms 

Hookworms 

5~ Imeslinal 
Worms 

tapevrorms 
ADYIIIISTM710N AXD B08A8E : Synamhic Bovine 
Dewom+er Stispension, 22.59b, is s~plied in 500 mL 
padnpes mroaininB 225 mp of mdendezoie per mL. Tfie 
recommended dose for caCle is 2.05 myPo (4 .5 mp/kp) of 
body we1pM. SynanfAic Bovine Dewormar Suspenslon, 
22.5%, should be-administered oraly by accurete dose 
sydnpe at Me rate of 1 mL per 1101b (50~Im) M body 
weipM. fiis product should be shaken weil immediatey 
prio~to use. 

NET CONTENT 500 mL 
(treatr 110 ca~e wefphio0 aPProb~eN 50D Ibe ~) 

NADA 140~&54.MP~~ bY ~A ~ 

Remove CaP and PmESCdVe Seel and Heqace wllh 8We 
Cap P~for to Use. Do Not Squa~e SWes af BotUe. 

WARX81~. Cadle must ~KK be shuph0ered wdi 7 d~s after 
trealmem. Bemuse a wll~drawal Uma in mNk has not been 
esiaMISAed ; do nM use in femaie dalry pttie of breedfop 

SAFEIY: There are no cantraimlkgtions for the use M 
Sy~anGik BovNie Dewom~erSuspensfon. 22.5%~ N caWe. 

DIREGTJOMB : Determine Me proper dom a~xordinp to 
esCm~ed bodyx~ipM. Adminbter araNy. The recanmende~i 
~se of 2.Q5 mpllb (4.5 mplkY) ~ aeMeued xA~ 1 mL af ths 
~n is Ohron for ~ it01b (501~) of tiodY~O~ 
?_. . .. i3:~ 

1101b (501~) 1.0 mL 
220Ib (f001~ ) 2.oml 
390Ib (150 kp) 3.0 mL 
4401b (2001~) 4.OmL 
550~Po (250~1~) 5.OmL 

. 88016 (9001~) 6.0 mL 
7701b (9501~) 7.0 mL 
8801b (40D I~) 8.0 ml 
9901b ~4501~) 9.OmL 
11001b (5001~) 10.Om1 

Trestrnem msy 6e repeated in 4-8 x~eks. 

CAUTION: Use onty as directed . Keep out of reach M 
chBdren. Not for human use. 

~ 2006 Fort Dodpe Mimal Health . All RIO~ Reserved" 

U.S. PateM Na 3,929,821 ; 4,080,4Bt; and Mhers. 

Fort DoApe AMmal Heatld 
. Foii Dadys. kw 6~O111S11 
d1428 0194D 
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NDC 0856-0881-81 

Synanthic~ 
OXFENDAZOLE 
Bovine Dewormer 
Suspension, 22.5% 

For Animal Use Ony 
Manufaclured by a non-s~tlizing process. 

INDICATI8N8 : Synantbic Boviiro Dewormer 
Suspe~n, 22:5%, is a broad-spectrum 
~+~Me~e forihe romoHl a~d contrd 
,.~F 1MloBnwpip pa~si~ in caide : wopxrorms, 
roundworms (iocludinp inh3ited forms M 
Osterdpta ostenspp and tapeworms, as 
i~ira~M befuw: 
Lm~sm~ UklyrocaWus vlviparus 

(Aduk, 4) 
S~adi Womt 

W~ 

Small Stamach 
Wams 
Broxm Stomxh 
INorms 
I~ ~ 
Nodulu Worme 

HOOkworms 

Smaq I~estinel 
Worms 

Tapeworms 

I~us conronus 

(~~~~s plsr~ 

T~pylus arei 
~adun> 

(AduM, Lr. Nhibite~f La) 

~~um 

phlebntomum (Adutt) 
~P~W~~m 

Ad( ult 4o~ho~ 

(AduM, 4) 
CoopBda rocmasferi 
(Adulk 4) 
Monisaa benederu 
(AduH) 

Each mL coMaina 225 mp of oxlendamle. SAake well before use. 
Avoid~freeiinp . Prot~ fran e~ssive heat. SEOre at temp~tures 
notto ntt~ed 104°F (40°C) . . 
Co~ult aveBerirorian iM assislance in~lhe diapnosis. heatmd~t and 
coMrW oi puasidem . 
AUMNIISiNAT1011 AXD D08A6E: SynantAic Bovine D6wamer 
Suspenslon, 22.5%, Is supPlied in one Uter pedmpes containinp 
Yt5 mp oF mden~dempb~ per mL fi~eq recommended dose iw catCe is 

pe~sbn~Tt.5%,shWld~a~kmiMsGe~y ~r 
syrhqe~at me rafe ol 1 mL per 110 Po (50 kp) of body wei0~ ~s 

~ product shouM 6e shd~en we9 (mmedIB~N Priorto use. 

Hemove Cap and Rotecteve Seal and Heplace wilh Blue Cap 
Priorto lke. Do Not Squ~ze Skes of Bobb. 

GunoX: uae onyas Aeec~ea. Keev aut a ~sch a chlldron. Mot tor 
hu~n use. 

NET COM'ENi:10t10 mL (one Liter) 
(treats 220 ca~e welOhm08PD~o~mateb 500 ~s exd) 

NADA 140-854.MP~ gl FDA 

wARNqi& ( :aiHe must not be sl~gpearae um6 
7 days atter treatmem . Becwse a witlidmal ~ 
timo M mik lus not been~~hed, do n~ use 
in TBmab dacYpme d Meedhg ~e. 
BAFETY: There are no c~6a§~AMadon~ fathe 
~ae of SYnemAk Baine OewameiS~on, 
225%, in canb. 
DIpECTiONS : Detwmfne the r dae 
a~r~p m ~et~eea badrw~D~t°l~°~or 
orol, y. Tfia rolwmmonded dose of 2~ mplD 
(4.5 mp/l~) is~achieved wAen 1 mLM~the 
susDension Is O~n for each NO lb (50 kp) of 
~ ~q~ 
EXMIPLEB: 

GTTLEYIEIBHI UOSE 
1106 ~ Np) 1.OmL 
220 b 100 kp 20~mL 
330 D 1501~ 9.O mL 
4401b kp 4.0 mL 
550b 1~ 5Aml 
B80Po ~ .1~ &omL ~ 

880~ 400~ B.OmL 
99D16 4501~ 9.OmL 
11001b 500 kp 10:0 mL 

heatmeM mry be reP~d in 4-6 weeks. 
~ 20Q6 Wrt Dadpe Mimal FI~IU~. 

AA RipMS Reserved . 
U.S . Patent No. 3,929,821 ; 4,080,461; and 
others . 

!oA Dod~e Aol~i HeNlh 
Fart Do~w . bn 5~5Bi USA 

bi426 ~ 0195D 
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