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FREEDOM 

I. GENERAL 

ANADA: 

OF INFORMATION SUMMARY 

INFORMATION: 

Sponsor: 

Generic Name: 

Trade Name: 

Dosage Form: 

How Supplied: 

How Dispensed: 

Amount of Active Ingredients: 

Route of Administration: 

Species: 

Pharmacological Category: 

Indication and Dosage: 

200-I 76 

Phoenix Scientific, Inc. 
3915s. 48th ST. Terrace 
St. Joseph, MO 64503 

Praziquantel 

PRAZITECH TM Injection 

Injectable 

10 & 50 mL bottles 

Rx 

56.8 mg/mL praziquantel 

IM or SC 

Dogs and cats 

Cestocide 

Dogs: 5 Ibs. and under-O.3 mL 
6-10 lbs-0.5 mL 

Cats: 
1 l-25 Ibs. -1 .O mL 
Under 5-lbs. -0.2 mL 
5-10 lbs-0.4 mL 
I 1 Ibs. and over 0.6 mL 
maximum 
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Praziquantel Injection is indicated, for 
the removal of the following canine 
and/or feline cestodes. 
Dogs: Dipylidium caninum, Taenia 
pisiformis, Echinococcus granulosus 
and Echincocccus muitilocularis. 
Cats: Taenia t?enjaeformis and 
Dipylidium caninum. 

DroncitB Injectable 
NADA 11 I-607 
Bayer Corporation 

Pioneer Product/ 
Listed Product: 

2. TARGET ANIMAL SAFETY and DRUG EFFECTIVENESS: ” i, li _, *i >,( ,. .,. ,,.‘. v,_ ,,,, ~..,. ,,.% ,I,” _., ,* < ,s *. I 

Under the provisions of the Fed~eral Food, Drug, and Cosmetic Act, as amended 
by the Generic Animal Drug and Patent Term Restoration Act (GADPTRA) of 
1988, an Abbreviated New Animal Dru,g Application (ANADA) may be submitted 
for a generic version of an ,approved new animal drug (pioneer product). New 
target animal safety data and effectiveness data and human food s,afety 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,e!ecti.ve. !f,bioequivalence is 
demonstrated through a clinical endpoint study, then a tissue residue study to 
establish the withdrawal time for the generic product should also be conducted. 
For certain dosage forms, the agency will grant a waiver from the requirement of 
an in vivo bioequivalence study (55 FR 24645 June 18, 1990; Fifth GADPTRA 
Policy Letter; Bioequivalence Guideline, October 2000). 

Based upon the formulation, cha”ra,cteri,stics of the generic product, Phoenix 
Scientific, Inc. was granted a waiver fro,m, co,ndu.cti,ng an in vivo bioequivalence 
study for PRAZITECHTM Injection (p raziquantel). The generic and pioneer 
products are solutions that contain the same active and, inactive ingredients in 
the same concentrations. L 1 



3. HUMAN SAFETY: 

PRAZITECHTM Injection is intended for use only in dogs and cats, which 
are non-food animajs. Because this ne,w.animal drug is not intended for 
use in food-producing animals, data on human safety pertaining to drug 
residues in food were not required for approval of this ANADA. 

4. AGENCY CONCLU,SIONS: 

This Abbreviated New Animal Drug Application filed under section 512(b) 
of the Federal Food, Drug, and Cosmetic Act satisfies the requirements of 
section 512(n) of the Act and demonstr,ates that.,PRA,ZJT.E,CH’M, when 
used under the proposed conditions of ,use, is safe and effective for the 
labeled indications. 

5. LABELING: 

Attachments: Pioneer Labeling: 

Package Insert for Droncit@ 
IO mL & 50 mL bottle labels 

Generic Labeling: 

Package Insert for PRAZ(TECTTM 
IO mL & 50 mL bottle labels 

Copies of applicable labels may be obtained by writing to the: 

Food and Drug Administration 
Freedom of Information Staff (l- iFI-35) 
5600 Fishers Lane 
Rockville, MD 20857 

Or requests may be sent via fax to: (301) 443-1726. If there are problems 
sending a fax, call (301) 827-6567. 
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CAUTION: Federal (U.S.A.) law 
Wrlcts this drug to use by or on the 
order of a licensed veterinarian. 

;;;ECTiONS: For I.M. or SC. Injec- 

Dogs:5Ibs.andunder-0.3 mL 6-10 IT 
lbs.45 mL, 11-25 lb+l.OmL, bver 
25 Ibs.- 0.2 mU5 lbs. bwt. (max. 3 ml) 

k 
+ 

Cats: Under 5 lbs4.2 ml, 5-10 Ibs.- E :: 
: 

0.4 mL, 11 lb% ‘and ~ver-OB ml maxi- 
2. 

;; 
kage insert before using z 

38 



tnjecfable CesZocide 
For Dogs And Cats 

56.8 mg/mL Solution 
DESCRIPTION: 

Droncit Injectable Cestocide is a clear solution 
containing 56.8 milligrams of praziquantel per mL 
which has been formulated for subcuianeous or 
intramuscular use in dogs and cats for removal of 
cestodes (tapeworms). 
INDICATIONS: 

Droncit (praziquantel) Injectable Cestocide is in- 
dicated for the removal of the following canine 
and/or feline cestodes. Dogs: Dipy/idium caninum, 
Taenia pisiiormis, Echinococcus pranulosus and 
for the removal and control of fchrnococcus muiti- 
locularis. Cats: Taenia taeniaeformis and Dipyii& 
urn caninum. 
ACTION: 

Droncit (praziquantel) is absorbed, metabolized 
in the liver and excreted via the bile mto the diges- 
tive tract where its cestocidal activity is exerted.’ 
Following exposure to praziquantel, the tape- 
worm loses its ability to resist digestion by the 
mammalian host. Because of this, whole tape- 
worms, including the scolex, are very rarely 
passed after admtnistration of praziquantel. It is 
common to see only disintegrated and partially 
digested pieces of tapeworms in the stool. The 
majority of tapeworms killed are digested and are 
not found in the feces. 
USE DIRECTIONS: 

Droncit (praziquantel) injectable Cestocide may 
be administered by either the subcutaneous or 
intramuscular route to dogs and cats. The recom- 
mended dosage of praziquantel varies according 
to body weight. Smaller animals require a rela- 
trvly lar er dosage. The optimum dosage for 
each n rvtduaf animal will be achieved by utiiiz- 

.(j!. 

ing the following dosage schedule. 

Bayer Corporation 
Agriculture Division, Animal Health 

Shawnee Mission, Kansas 66201 ‘U.S.A. 
NADA 1 I 1-607, Approved by FDA 

DPGS AND PUPPlESj 
Dogs: 

;-l$:s;rd under 0.3 mL 

II-25 I& 7:: % 
over 2.5 tbs. 0.2 mL/5 Ibs. 

body weight to a 
maximum of 3 mL 

t Not intended for use in puppies 
(4) weeks of age. 

“FaTsAND KfTTENS~~ 

less than four 

Under 5 Ibs.. 0.2mL 
5-10 Ibs. 0.4 mL 
1 I lbs. and over 0.6 mL maximum 

?t Notintended for use in kittens less than six (6) weeks of 
age. age. 
FASTING: FASTING: 

The recommended dosage of praziquantel is not affected 
by the presence or absenCe of food in the gastroinfestinal by the presence or absence of food in the gastroinfestinal 
tract, therefore, FASTING IS NEITHER NECESSARY NOR tract, therefore, FASTING IS NEITHER NECESSARY NOR 
RECOMMENDED. RECOMMENDED. 
ADMINISTRATION: ADMINISTRATION: 

Droncit (praziquantel) injectable Cestocide may be 
administered by either the subcutaneous or intramuscular 
route to dogs and cats.The intramuscular route may be pre- 
ferred in dogs due to a brief period of pain that occasionally 
follows subcutaneous administration. 

Anaphylactoid reactions were not observed in clinical trials. 
Hoyever, as with any drug an anaphylactoid reaction can 
occur with this product and should be treated symptomatical- 
ly if it occurs. 
RET’REATMENT: 

For those animals living where reinfections are likely to 
occur, clients should be instructed in the steps to optimize 
preven$on, otherwise, retreatment may be necessary. This 
IS true In cases of DipyMum caninum where reinfection is al- 
most certain to occur If fleas are not removed from the animal 
and its environment. In addition, for control of Echinococcus 
m,u/~ilocularis, a program of regular treatment every’2f to 26 
days’may be indrcated (see E mulfilocularis section below). 
ECHlNOC6&%iS kiULTlLOCUL&lS: 

Echinococcus mult~locularis is a tapeworm species ordinar- 
ily constdered to be found in wild canids, including foxes, coy 
otes and wolves. The parasite has also been Identified m 
domestic dogs and cats and potentially is a serious public 
health concern by involving humans as accidental intermedi- 
ate hosts. 

Droncit 

AA78 
79018310,R.1. 

Droncit 

AA78 
79018370,R.12 

The life cycle of the parasite is based on a predator-prey 
relationship, as depicted above. 

The adult tapeworm is small (I-4mm) and resides. in the 
intestinal tract of the definitive host (wild or domestic 
canids). Eggs from the adult tapeworm are shed in the 
feces of the infected canid. Rodents ‘such as mice and 
voles serve as the intermediate host for E. mu/ti/oqkris. 
E 

7-l ot 
gs ingested by rodents develop in the liver,. lungs and 
er organs to form multifocular cysts. The life cycle is 

completed after a canid consumes a rodent infected with 
cysts. After ingestion of the infected rodent, larvae within 



. 

the cyst develop to adult tapeworms in the intestinal tract 
of the cenid. Eggs ma begtn to be passed in the feces of 
the canrci approximate y 28 days later. 7 

This parasite poses a serious public health problem 
because of the possibility for human involvement in the life 
cycle. If eggs shed by an infected caoid are accidentally 
ingested, a hi hly pathogenic condition (Alveolar Hydatid 
Disease) resu ts from development of the cyst stage in B 
humans. 

hit distribution of E. multilocu/aris 
areas of North America. 

migration of the parasite well 
into the continental United States.2.3 

Domestic dogs livin 
that roam freely with t ii 

in E. mu/fi/ocularis endemic areas 
e opportunity to catch wild rodents 

are at risk for infection, Pet owners should be advised on 

Diagnosis: 
Diagnosis of E. mu/filocu/aris in canids is difficult. The 

adult tapeworm produces no clinical signs of infection. 
Tapeworm. segments (proglottids) are usually not 
observed rn the feces. E multiocuiark eggs, observed 
using tnrcroscopic fecal examination procedures, are simi- 
lar in appearance to the common taeniid species of canids 
such as Taenia pisiformis. 

Assistance in the diagnosis of E. multilocclaris may be 
avariable from a state veterinary diagnostic laboratory. 
Additional information re 
/ar/s IS suspected or has 9, 

arding areas where E. multilow 

from area veterina 
een confirmed may be obtained 

Control in Atlanta, r!T! 
schools or the Centers for Disease 

A. 
Treatment: 

Dogs infected with E. multilocularis should be treated to 
prevent exposure of humans to infective eggs and to 
reduce perpetuation-of the parasite’s life cycle. 

The dosage of Droncit tnjectable solution for removal of 
E. multilocularis is the same as that indicated for the 
removal of the other tapeworm species listed on the label. 
Laboratory efficacy studies have demonstrated the recom- 
mended dosage IS 100% efficacious for removal of this 
ta eworm. 

e nder condition of continual exposure to wild rodents, 
retreatment of the dog at 21-26 day intervals is recom- 
mended to prevent the shedding of infectious eggs. 
Precautions: 

Strict hygienic precautions should be taken when han- 
dling dogs or feces suspected of harboring E. mulfilocu- 
lark. Infected dogs treated for the first time with Droncit 
Injectable solution and dogs treated at intervals greater 
than 28 da s ma shed e 
The anrma YY % shou d be hel 

gs in the feces after treatment. 
rn the clinic during this interval 

and all feces should be incinerated or autoclaved. If these 
procedures are not possible, the eggs can be destro 
soaking the feces in a sodtum hypochlorite (bleach 

ed by 
Y sotu- 

tion of 3.75% or greater.6 All areas where the animal was 
maintained or in contact with should be thoroughly cleaned 
wrth sodium hypochlorite and allowed to dry completely 
before reuse. 
OVERDOSAGE: 

The safety index has been derived from controlled safety 
evaluations, clinical trfals and prior approved use in foreign 
countries. Dosages of Stimes the labeled rate at 14 day inter- 
vats to dogs as 
+,nioai toxrcity fo Y 

oung as 4 weeks did not produce srgns of 
lowing either intramuscular or subcutaneous 

infections. No significant clinical chemistry, hematologi- 
cat, chofinesterase or histo 
Dosages of 5 times the 

athoiogical changes occurred. 

tens as 
labe ed rate at 14 day intervals to kit- P 

toxrcrty 6 
oung as 5 i/Z weeks did not produce signs of cfinicaf 
llowrng either intramuscular or subcutaneous injec- 

trans. Symptoms of overdosage (33.8 to 40 times the labeled 

,, I 

dosage rate) in adult dogs included vomition, excessive saji- 
vatron and depression, but no deaths. Symptoms of over- 
@a 

% 
e 

lnclu 
(IO to 20 times the labeled dosage rate) in adult cats 

ed vomition, depression, muscle tremors and incoordi- 
nation. Deaths occurred in 5 of 8 cats treated subcutaneous- 
I 
JO times the fabel rate 

and in all 8 injected intramuscularly at doses greater than 

CONTRAlNDl~~TlbNs: 
. 

There are no known contraindications to the use of prazi- 
quantel. 
PREGNANCY: 

Droncit (praziquantel) has been tested in breeding and 
pregnant dogs and cats. No adverse effects were noted. 
ADVERSE REACTlOt+ 

Mild side effects were observed in 18 of 189 dogs (9.5%) 
and 8 of 85 cats (9.4%) administered Droncit Injectable in 
fiefd triafs. For dogs the majority of these were described as 
brref qain responses following injections to larger dogs 
(werghng over 50 Ibs.).Two dogs exhibited a brief period of 
mtld vpmlting and/or drowsy or staggering gait. The eight cats 
exhrbrted either diarrhea, weakness, vomition, sakvation, 
sleepiness, burning on injection and/or a temporary lack of 
appetite. Local irritation or swellin 
neous injections have been reporte % 

at the site of subcuta- 
for cats, 

CAUTION: 
Federal {U.S.A.) law restricts this drug to use by or on the 

order of a kcensed veterinarian. 
WOW SUPPLIED: 

Code: 1831 10 mL vial 
1837 50 mL vial 

REFERENCES: 
’ Andrews, P., Pharmacokfnetic Studies with DRONCIT in 

Animals Using a Biological Assay ‘Veterinay MedicalRe- 
view, 2i76, pg. 154-165. 

2 Hildreth MB Johnson M.D. and Kazacos K.R 1991. A 
Zoonos\s of fncreasin ’ Concern in the United States. 
Compendium for Cont ! d, 13(5) 727-740. 

3 Lieby, PD., Carney, W.P., and Woods, C.E., 1970. Stud- 
ies on Sylvatic Echnococcosis. III. Host Occurrence and 
Geographic Distribution of Echinococcus ~ultitocularis in 
;?5Jorth Central Umted States. J Parasrt 56 (6) 1141- 

4 Georgi, J.R. and Geor 
erinarians. WB. Saun 8 

i M.E., 1990. Pafasito/ogy for kt- 
ers Co. 118-138. 

5 Soulsby, E.J.L., 1982. Helminths, Arfhropods and Pfoto- 
zoa of Domesfioated Animals. 7th Edition. Lea & Febigir. 
118-138. 

6 Craig, P.S. and McPharson C.N.L., 1988 Sodium 
H 
PI 

pochlorife as an Ovicide for Echinococcus. Ann Trap 
edand Parasit 82(2) 217-213. 

Droncit is a Registered Trademark of the Parent Company 
of Bayer AG, Leverkusen. 

December, 1999 
Made in U.S.A. 

79018310, R.12 
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NDC 59130-655-I 1 

NET CONTENTS: 50 mL 

(praziquantel) 
Injectable Cestocide For Dogs and Cats 
56.8 mg/mL Solution 
CAUTlONz Federal law restricts tiis drug to use by or on 
the order of a licensed veterinarian. 
Read package insert before using this drug. 

Store between 15” and 30°C (59” and 86°F) 

L Manufactured bv 
600066 

Iss. S-02 
rd by FDA 

Phoenix Scienti&, Inc. 
St. Joseph, MO 64603 
h ANADA 200-176, Approve 

II II I I 11111 
3 59130 655117 

200% 



ANADA ZOO-176 Approved by FDA 
PraziTechTM Injection 

(praziquantel) 
Injectable Cestocide 
For Dogs and Cats 

56.8 mg/mL Solution 

CAUTION: 
Federal law restricts this drug to use by or on the order 
of a licensed veterinarian. 
DESCRIPTION: 
PraziTcchTM Injection is a clear solution containing 56.8 
milligrams of praziquantel per mL which has been form- 
ulated for subcutaneous or intramuscular use in dogs and 
cats for removal of cestodes (tapeworms). 
INDICATIONS: 
PraziTechTM injection is indicated for the removal of the 
following canine and/or feline cestodes. Dogs: 
Dipylidiiwn caninum, Taenia piszyormis, and Echino- 
coccz~s grnnulosns and for the removal and control of 
Echinococcus multilocularis. Cats: Taenia taeniaeformis 
and Dipykdium caninum. 
ACTION: 
PraziTechTM Injection is absorbed, metabolized in the 
liver and excreted via the bile into the digestive tract 
where its cestocidal activity is exerted.’ <oilowing 
exposure to praziquantel, the tapeworm loses its ability 
to resist digestion by the mammalian host. Because’of 
this, whole tapeworms, including the scolex, are very 
rarely passed after administration of praziquantel. It is 
common to see only disintegrated and partially digested 
pieces of tapeworms in the stool. The majority of tape- 
worms killed are digested and are not found in the feces, 
USE DIRECTIONS: 
PraziTechTM Injection may be administered by either the 
subcutaneous or intramuscular route to dogs and cats. 
The recommended dosage of praziquantel varies accor- 
ding to body weight. Smaller animals require a relatively 
larger dosage. The optimum dosage for each individual 
animal will be achieved by utilizing the following 
dosage schedule. 
DOGS AND PUPPIESt 
Dogs: 
5 lbs. and under 0.3 mL 
6-10 lbs. 0.5 mL 
I l-25 Ibs. 1.0 mL 
over 25 Ibs. 0.2 mL 15 lbs. 

body weight to a 
maximum of 3 mL 

tNot intended for use in puppies less than four (4) weeks 
of age. 
CATS AND KITTENS+t 
Cats: 
Under 5 Ibs. 0.2 mL 
5-10 lbs. 0.4 mL 
11 Ibs. and over 0.6 mL maximum 
TtNot intended for use in kittens less than six (6) weeks 
of age. 
FASTING: 
The recommended dosage of praziquantel is not affected 
by the presence or absence of food in the gastrointestinal 
tract, therefore, FASTING IS NEITHER NECESSARY 
NOR RECOMMENDED. 

ADMINISTRATION: 
PraziTechT” Injection may be administered by either the 
subcutaneous or intramuscular route to dogs and cats. The 
intramuscular route may be preferred in dogs due to a brief 
period of pain that occasionally follows subcutaneous 
administration. 
Anaphylacroid reactions werenot observed in clinical trials. 
However, as with any drug an anaphylactoid reaction can 
occur with this product and should be treated sympto- 
matically if it occurs. 

RETREATMENT: 
For those animals living where reinfections are likely to 
occur, clients should be instructed in the steps to optimize 
prevention, otherwise, retreatment may be necessary. This 
is true in cases ofDipylidium caninum where reinfection is 
almost certain to occur if fleas are not removed from the 
animal and its environment. 
ECHINOCOCCUS MULTILOCULARIS: 
Echinococcus multilocularis is a tapeworm species 
ordinarily considered to be found in wild canids, including 
foxes, coyotes and wolves. The parasite has also been 
identified in domestic dogs and cats and potentially is a 
serious public health concern by involving humans as 
accidental intermediate hosts. 

The life cycle of the parasite is baaed on a predator-prey 
relationship, as depicted above. 
The adult tapeworm is small (l-4mm) and resides in the 
intestinal tract of the definitive host (wild or domestic 
canids). Eggs from the adult tapeworm are shed in the feces 
of the infected canid. Rodents such as mice and voles serve 
as the intermediate host for E. multilocularis. Eggs ingested 
by rodents develop in the liver, lungs and other organs to 
form multilocular cysts. The life cycle is completed after a 
canid consumes a rodent infected with cysts. After 
ingestion of the infected rodent, larvae within the cyst 
develop to adult tapeworms in the intestinal tract of the 
canid. 
Eggs may begin to be passed in the feces of the canid 
approximately 28 days later. 
This parasite poses a serious public health problem because 
of the possibility for human involvement in the life cycle. If 
eggs shed by an infected canid are accidentally ingested, a 
highly pathogenic condition (Alveolar Hydatid Disease) 
results from development of the cyst stage in humans. 
The original geographic distribution of E. nzultilocularis 
was primarily confined to northern areas ofNorth America. 
Current evidence indicates migration of the parasite well 
into the continental United States.a.’ 
Domestic dogs living in E. multilocufaris endemic areas 
that roam freely with the opportunity to catch wild rodents 
are at risk for infection. Pet owners should be advised on 
how to minimize this risk. Proper restraint of roaming dogs 
should be encouraged, along with regular treatment with 
PraziTechT” Injection, following the dosing schedule 
aforementioned and precautions indicated below. 

2 



r; 4dditional information on the life cycle and epide- 
niology of this parasite is available in veterinary 
sarasitology texts.4.’ 
Diagnosis: 
Diagnosis of E. multiloculnris in canids is difficult. 
The adult tapeworm produces no clinical signs of 
infection. Tapeworm segments (proglottids) are 
usually not observed in the feces. E. multiloculnris 
eggs, observed using microscopic fecal examination 
orocedures, are similar in appearance to the common 
taenid species of canids such as Tueniapisifrmis. 
Assistance in the diagnosis of E. multilocularis may 
tre available from a state veterinary diagnostic lab- 
oratory. Additional information regarding areas where 
E. multilocularis is suspected or has been conflrmed 
may be obtained from area veterinary schools or the 
Centers for Disease Control in Atlanta, GA. 
Treatment: 
Dogs infected with E. multilocularis should be treated 
to prevent exposure of humans to infective eggs and 
to reduce perpetuation of the parasite’s life cycle. 
The dosage of PraziTechfM Injection for removal of E. 
muitiloculuris is the same as that indicated for the re- 
moval of the other tapeworm species listed on the 
label. Laboratory efficacy studies have demonstrated 
the recommended dosage is 100% efficacious for 
removal of this tapeworm. 
Under condition of continual exposure to wild 
rodents, retreatment of the dog at 21-26 day intervals 
is recommended to prevent the shedding of infectious 
eggs. 
Precautions: 
Strict hygienic precautions should be taken when 
handling dogs or feces suspected of harboring E. 
multiloculnris. Infected dogs treated for the first time 
with PraziTechTM Injection and dogs treated at 
intervals greater than 28 days may shed eggs in the 
feces after treatment. The animal should be held in the 
clinic during this interval and all feces should be 
incinerated or autoclaved. If these procedures are not 
possible, the eggs can be destroyed by soaking the 
feces in a sodium hypochlorite (bleach) solution of 
3.75% or greater.6 All areas where the animal was 
maintained or in contact with should be thoroughly 
:leaned with sodium hypochlorite and allowed to dry 
completely before reuse. 
OVERDOSAGE: 
The safety index has been derived from controlled 
safety evaluations, clinical trials and prior approved 
use in foreign countries. Dosages of 5 times the 
labeled rate at 14 day intervals to dogs as young as 4 
weeks did not produce signs of clinical toxicity 
following either intramuscular or subcutaneous 
injections. No significant clinical chemistry, 
hematological, cholinesterase or histopathological 
changes occurred. Dosages of 5 times the labeled rate 
at 14 day intervals to kittens as young as 5 112 weeks 
did not produce signs of clinical toxicity following 
either intramuscular or subcutaneous injections. 
Symptoms of overdosage (33.8 to 40 times the labeled 
dosage rate) in adult dogs included vomition, 
excessive salivation and depression, but no deaths. 
Symptoms of overdosage (10 to 20 times the” labeled 
dosage rate) in adult cats included vomition, 
depression, muscle tremors and incoordination. 
Deaths occurred in 5 of 8 cats treated subcutaneously 
and in all 8 injected intramuscularly at doses greater 
than 20 times the label rate. 
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CONTRAINDICATIONS: 
There are no known contraindications to the use of prazi- 
quantel. 
PREGNANCY: 
Praziquantel has been tested in breeding and pregnant dogs 
and cats. No adverse effects were noted. 
ADVERSE REACTION: 
Mild side effects were observed in 18 of 189 dogs (9.5%) and 
8 of 85 cats (9.4%) administered praziquantel in field triaIs. 
For dogs the majority of these were described as brief pain 
responses following injections to larger dogs (weighing over 
50 lbs). Two dogs exhibited a briefperiod ofmild vomiting 
and/or drowsy or staggering gait. The eight cats exhibited 
either diarrhea, weakness, vomition, saIivation, sleepiness, 
burning on injection and/or a temporary lack of appetite. Local 
irritation or swelling at the site of subcutaneous injections 
have been reported for cats. 
How Supplied: 10 mL vial, 50 mL vial. 
Store between 15O and 30°C (59” and 86OF) 
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