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FREEDOM OF INFORMATION SUMMARY 

1. General &formation: 

a. File Number: 

b. Sponsor: 

c. Established Names: 

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: 

1. Pharmacological Category: 

m. Indications: 

ANADA 200-298 

Phoenix Scientific, Inc. 
3915 South 48t” St. Terrace 
St. Joseph, MO 64503 

Drug Labeler Code: 059 130 

Clindamycin hydrochloride capsules 

Clindamycin Hydrochloride Capsules 

Capsules 

100,200, & 600 count bottles 

Rx 

Each capsule contains 25, 75, 150,300 mg 
clindamycin hydrochloride 

Oral 

Dogs 

Wounds, abscesses, and dental infections: 2.5 to 
15 mg per pound of body weight every 12 hours 
for a maximum of 28 days. Osteomyelitis: 5.0 to 
1.5 mg/lb of body weight every 12 .hours for a 
minimum of 28 days. 

Antibacterial 

Clindamycin Hydrochloride Capsules are 
indicated for the treatment of infections caused by 
susceptible strains of the designated 
microorganisms in the specific conditions listed 
below: 



n. Pioneer Product: 

o. Effect of Supplements: 
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For the treatment of skin infections (wounds and 
abscesses) due to coagulase-positive staphylococci 
(Staphylococcus aureus or S. intermedius), deep 
wounds and abscesses due to Bactwoides fragilis, 
Prevotella melaninogenicus, Fusobacterium 
necrophorum, and Clostridium perfringes, dental 
infections due to S. aureus, B. fragilis, 
P. melaninogenicus, F. nerophorum, and 
C. perfringens, and osteomyelitis due to 

S. aureus, B. fragilis, P. melaninogenicus, F. 
necrophorum, and C. perfringens. 

ANTIROBE CAPSULES;Clindamycin HCl; 
NADA 120-161; Pharmacia & Upjohn Company 

The supplements provide for an expanded dosage 
range for dogs and an additional capsule size, 300 
mg. The pioneer sponsor, Pharmacia & Upjohn 
Co., received approval of these additional claims 
with no exclusivity periods as seen in the 
FEDERALREGISTER onAugust27,2002. 

2. TARGETANIMAL SAFETYAND DRUG EFFECTIVENESS= 

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as arnended~ by the Generic 
Animal Drug and Patent Term Restoration Act (GADPTRA) an 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 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 that 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 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 9,2002). 

Based on the formulation characteristics of the generic product, Phoenix Scientific, Inc. was 
granted a waiver from the requirement of an in vivo bioequivalence study for the generic product 
Clindamycin Hydrochloride Capsules. The generic product is administered as an oral capsule, 
contains the same active ingredient in the same concentration and dosage form as the pioneer 
product, and contains no inactive ingredients that may significantly affect the absorption of the 
active ingredients. The pioneer product, ANTIROBE (clindamycin HCl), sponsored by 
Pharmacia & Upjohn Co., NADA 120-161, was approved on June 6, 1984. 



3. HUM4NSAFETY: 
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This new animal drug is to be labeled for use in dogs, 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 were not required for approval of this NADA. 

4. AGENCY CONCLUSIONS: 

This supplemental 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 
Clindamycin I-Iydrochloride Capsules (clindamycin HCl), when used under its proposed 
conditions of use, is safe and effective for its labeled indications. 

5. ATTACHMENTS: 

Facsimile generic labeling (ANADA 200-298) and currently approved pioneer labeling (NADA 
120-161) are &attached as indicated below: 

Label (Pioneer)-ANTIROBE CAPSULES, insert and box 

Label (generic)-Clindamycin Hydrochloride Capsules, insert, box, & bottle 
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Approved for use in dogs. 
Recommended dosage: 
F~r.t~~r~~y -of wounds, abscesses 
and dental infections. 
l-6 capsules for each 10 pounds 
body weight every 12 hours. 
For therapy of osteomyelitis. 
2-6 capsules for-each IO pounds 
w &x&weight every 12 

l 

See package insert for 
complete product 
information. 

&- Warnitig - Keep out of 
Eggg reach of children. 
0 Not for human use. 
Lot No. 

F&r&lrw~~thIsdrugtouae 
ths ffdw of CI Ii@ WtatMdan. 

ANIMAL USE ONLY 
ntains 600 Capsules 
ANAOA MD29@, Approved bv FDA 

Each capsule contains: 
Clindamycin hydrochloride 
equivalent to clindamycin, 
25 mg. 

Keep container tlgh& clo&d. 

Store at controlled room 
temperature 20”~25’C We-77’FI 

KEEP OUT OF REACH 
OF CHILDREN 

Manufactured by 
Phoenix Scientific, Inc. 
St Joseph, MO 64503 

Exp. Date 801022 Rev. II-02 



, 
Approved for use in canines. 
Resommandad dosage: 
For therapy of wounds, abscesses 
and dental infections. 
1.6 capsules for each 30 pounds 
body weight every 12 hours. 
;* For therapy of 

osteomyelttis. 
9= 2-8 ca 
aL= 

sules for each 30 
poun B s body weight 
every 12 hours. 

Lo1 No. 
Exp. Date 

WY U,"WYS 
\ 

. ..----...-.-- 

Fsm~tusEwY 

Each capsule contains: 
CIindamyL3n hydrochloride 
equivalent to clindamycin, 
75 mg. 

Keep conteiner tlghtQ Cloeed. 

Store &controlled room 
temperature 20’25% W-77+) 

Manufactured b 
Phoenix Scientifcc, Y nc. 
St. Joseph, MO 64503 

Rev. 1 l-02 



Approved for use in canbw 
kkwommendad dnWW 
~~~ thempy of wounds, abswws 
and dental infections. 
l-6 CSPSMW for each 60 pounds 
b&y weiaht Avery 12 hours. 

For ther8py Of 
osteomyelitis. 24 G sulas for each 60 
pm% body weight 
every 42 hours. 
SW pfdage insert for 
complete product 

I information. 
War& 
reach of 

- Kaap oti, of 
children. 

Not for human use. ’ 

Lot No. 
Exp. Date 

Each capslJle contsins: 
Ctindamycin hydrochloride 
agivaent to clindamycln, 

Keep container tighuy aloa8d. 

store at conmlled room 
temperature 20’-25’c W-77-F) 

KEEP OUT OF REACH 
OF CHIUXfEN 

801024 Rev. II-02 



Not for human use. 
Lot No. 
Exp. Date 

slorrd. 

Stare et oontrded mm 
turnperuturu 2C-26’C 1&Y-777) 

Msnufacwsd b 
Phoenix Scientific, Y nc. 
St. Joseph, MO 14503 

601537 bs. 3-03 
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Eaa4t3a#aecontrins: 
Clindamycin hydro&loride.equiva&nt 
to clindamycin, X80 mg. 

12 hours. 

and dental infections. 
tbdy weight every 

For therapy of ostemnyel$is, 2-6 capsules for each 
120 pounds body weight every 12 Aours. 
See package insert for complete product information. 
Wamiq - Keap out of reach of chifaren. 

Not For human use. 
Store at controlled room temperaWe 20’-25X OH-77°F) 
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it 
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CLIN$)AMYCIN 
HYDROCHLORIDE 

CAPSULES 

‘f 

osage: I 

JORIDE CAPSULES ENVELOPE 

BACK VIEW 

Envelope size 3- .I8 x 5-l/2 

How do I give my pet a”pilI? 

Several methods can be used to make sure 
your pet gets the medication he needs. Try 
different approaches to see which works best. 

l Gently open the mouth by placing your hand 
across the muzzle and pressing y,our fore- 
finger and thumb against the jays, behind 
the canine teeth. Place the pill as far back on 
the tongue as possible and then bold the jaws 
closed while you gently stroke the throat 
using a downward motion to enoourage 
swallowing. 

l Hide the pill inside a piece of cheese or 
rolled inside a piece of soft bread. 

l Crush the pill and add it to food; Remember, 
with this method, there is always a danger 
that the full dose may not be taken. Use a 
small amount of food and try to ensure that 
the food is eaten. 



ANADA 200-298, Approved by FDA MiCRGBIOlOGY: Clindamycin is 
CLINDAMYCIN lincosaminide antimicrobial agent With activit; 

HYdROCHLORlDE against a wide variety of aerobic and anaerobic 
bacterial pathogens. Clindamy&in is a 

CAPSULES bacteriostatic compound that inhib& bacteria1 
protein synthesis by binding to the 50s 

DESGRIPTION: Clindamycin Hydrochloride ribosomal subunit. The minimum inhibitory 
Capsul’es contain clindamycin hydrochloride concentrations (MI&) of Gram-pgsitive and 
which is tha hydrated salt of clindamycin. obligate anaerobic pathogens isolated from dogs 
Ciind$mycin is a semisynthetic antibiotic in the Llnited States are presentedrin Table 1. 
produced by a 7(S)-chiorosubstitution of the Bacteria were isolated in 1998-199$. All MlCs 
7(R)-hydroxyl group of a naturally produced were performed in accordance with the National 
antibiotic produced by Streptomyces Committee for Clinical Laboratory. Standards 
ljtxoinensis var. lincolnensis. 

equivelent to 25 mg of clindamycin. 
75 mg Capsule, each green and colorless 
capsule contains clindamycin hydrochloride 
equivalent to 75 mg of clindamycin. 
150 rhg Capsule, each blue and colorless Isolates MlCso MlCce M@ Range 
capsule contains clindamycin hydrochloride 
equivslent to 150 mg of clindamycin. 
300 mg Capsule, each turquoise and colorless 0.5 z-z&b oxi-~4.0 
capsule contains clindamycin hydrochloride 
equivalent to 300 mg of clindamycin. 

0.25 0.5 240 0.125-24.0 

0.5 z&o 0.2h4.0 
ACTION& Site and Mode of Action: Clindamycin is an 
inhibitor of protein synthesis in the bacterial cell. The 0.5 -A0 0.25-a4.0 

site of binding appears to be in the 50s sub-unit of the 
ribosome. Binding occurs to the soluble RNA fraction 
of certain ribosomes, thereby inhibiting the binding of 
aminoiacids to those ribosomes. Clindamycin differs 
from dell wall inhibitors in that it causes irreversible 
modifiization of the protein-synthesizing subcellular 
elements at the ribosomal level. 

1 2 

INDICATIONS Clindamycin Hydrochloride PRECAWIONS 
Capsules are indicated for the treatment of During prolonged therapy of one: month or 
infections caused by susceptible strains of the greater, periodic liver and kidney function 
designated microorganisms in the specific tests and blood counts should be performed. 
conditions listed below: The uee of clindamycin hyd$ochloride 
Dogs: Skin infections (wounds and occasionally results in overgrowth of non- 
abscisses) due to coagulase positive susceptible organisms such as clostridia and 
staphilococci (Staphylococcus aureus or yeasts. Therefore, the administration of 
Staphylococcus intermedius). Deep wounds Clindamycin Hydrochloride Capsuiles should 
and abscesses due to Bacteroides fragiiis, be avoided in those species sensi$ive to the 
Prevofella melaninogenicus, Fusobacferium gastrointestinal effects of clindamycin (see 
necr&horum and Closfridium peffringens. CONTRAINDICATIONSL Should superinfections 
Dent@ infections due to Staphylococcus occur, appropriate measures should be taken as 
aweus, Bacteroides fragilis, indicated by the clinical situation. 
melat$nogenicus, Fusobacferium necrophorum Patients with very severe renal disease 
and Closiridium perfringens. Osteomyelitis due severe hepatic disease 
to St~phyiococcus aureus, Bacteroides fragiis, accompanied by severe metabolic 
Prevbfella melaninogenicus, Fusobacterium aberrations should be dosed with caution, 
necrophorum and Clostridium petfringens. and serum clindamycin levels monitored 

during high-dose therapy. 
CONTRAINDICATIONS Clindarnycin hydrochloride has be& shown 
Clindamycin Hydrochloride Capsules are to have neuromuscular blocking properties 
contrpindicated in animals with a history of that may enhance the action. of other 
hypersensitivity to preparations containing neuromuscular blocking agents. Therefore, 
clindamycin or tincomycin. Clindamycin Hydrochloride Capsu$es should 
Because of potential adverse gastrointestinal be used with caution in animals receiving 
effects, do not administer to rabbits, 
hamsters, guinea pigs, horses, chinchillas or Safety in gestating bitches or breeding male 
ruminating animals. dogs has not been established. 

j( 
WARNINGS 
Keep:out of reach of children. Not for human 
Use. 
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ADVERSE REACTIONS 
Side effects occasionally observed&in either clinical 
trials or during clinical use wera vomiting and 
diarrhea. 

DOSAGE AND ADMINISTRATION 
Dogs: infected Wounds, Abscesses and Dental 
Infections. 
Oral: 2.5-15.0 mg/lb body weight every 12 
hours. Duraticn:~Treatment with Clindamycin 
Hydrochloride products may be continued up 
to a maximum of 28 days if clinical judgment 
indicates. Treatment of acute infections 
should not be continued for more than three 
or four days if no response to therapy is seen. 

Dosage Schedule 
Capsules: 

Clindamycin Hydrochioride 25 mg, administer 
1-6 capsules every 12 hours for each 10 pounds 
of body weight. 
Clindamycin Hydrochloride 75 mg, administer 
l-6 capsules every 12 hours for each 30 pounds 
of body weight. 
Clindamycin Hydrochloride 150 mg, administer 
I-6 capsules every 12 hours for each 60 pounds 
of body weight. 
Clindamycin Hydrochloride 300 mg, administer 
l-6 capsules every 12 hours: for each 120 
pounds of body weight. 

Dogs: Osteomyelitis 

Oral: 5.0-15.0 mg/lb body weight every 12 hours. 
Duration: Treatment with Clindamycin 
Hydrochloride is recommended for a minimum of 28 
days. Treatment should not be continued for longer 
than 28 days if no response to therapy is seen. 
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25 0.5 24.0 a4.0 0.25u4.0 

4s 0.5 2.40 a4.0 0.125-z4.0 

32 0.5 24.0 a4.0 0.25-a4.0 

17 0.5 0.5 0.5 0.250.5 

1 The correlation between the ifl:vitm 
susceptibility data and clinical response has 
not been determined. 

2 Soft Tissue/VVound: includes samples labeled 
wound, abscess, aspirate, exudates. draining 
tract, lesion, and mass 

3 Osteomyelitis/Bone: includes samples labeled 
bone, fracture, joint, tendon 

4 No range, all isolates yielded the same value 
6 Dermal/Skin: includes samples labeled skin, 

skin swab, biopsy, incision, lip ., 

T- Dosage Schedule 
Capsules: 

Clindamycin Hydrochloride 25 mg, administer 
2-6 capsules every 12 hours for each 10 pounds 
of body weight. 
Ciindamycin Hydrochloride 75 mg, administer 
2-6 capsules every 12 hours for each 30 pounds 
of body weight. 
Clindamycin Hydrochloride 150 mg, administer 
2-6 capsules every 12 hours for each 60 pounds 
of body weight. 
Clindamycin Hydrochloride 300 mg. administer 
2-6 capsules every 12 hours for each 120 
pounds of body weight. 

HOW SUPPLIED 
Clindamycin Hydrochloride Capsules are 
available as: 
25 mg capsules supplied in bottles of 600 or 
blister packages of 100 
75 mg capsules supplied in bottles of 200 or 
blister packages of 100 
150 mg capsules supplied in bottles 6f 100 or 
blister packages of 100 
300 mg capsules supplied in bottles of 100 or 
blister packages of 100 

Store at controlled room temperature 26’. 
25% (68’~77.F). 

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

Manufactured by 
Phoenix Scientific, Inc. 
St. Joseph, MO 64503 

801022 
801023 
801024 
801037 Rev 5-03 
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PHARMACOLOGY 
Absorption: Clindamycin hydrochloride is 
rapidly absorbed from the canine 
gastrointestinal tract. 

Dog Serum Levels: Serum levels at or above 
0.5 pg/mL can be maintained by oral dosing 
at a rate of 2.5 mg/lb of clindamycin 
hydrochloride every 12 hours. This same 
study revealed that average peak serum 
concentrations of clindamycin occur 1 hour 
and 15 minutes after oral dosing. The 
elimination half-life for clindamycin, in dog 
serum was approximately 5 hours. There was 
no bioaotivity accumulation after a regimen 
of multiple oral doses in healthy dogs. 

Clindamyoin Serum Concentrations 
2.5 mgnb (5.5 mglkg) After 8.I.D. Oral 

Dose of Clindamycin Hydrochlorioe 
Capsules to Dogs 

NlETASOLls;nn AND EXCRETION 
Extensive Studies of the metabolism and 
excretion of clindamycin hydrochloride 
administered orally in animals and humans 
have shown that unchanged drug and 
bioactive and bioinactive mefabolites are 
excreted in urine and feces, Almost all of the 
bioactivity detected in serum after 
clindamycin’ hydrochloride product admini- 
stration is ‘.due to the parent mo!ecule 
(clindamycin). Urine bioactivity, however, 
reflects a Wkture of clindamycin and active 
metabolitef, aspeciaRy N-dimethyl 
clindamycintand clindamycin sulfoxide. 

ANIMAL SAMTY SUMMARY 
Rat and Ddb Data: One year oral toxicity 
studies in riits and dogs at doses of 30, 100 
and 300 m&/kg/day (13.6, 45.5 and 136.4 
mgllbidayl have shown clindamycin 
hydrochloride capsules to be well toierated. 
Differences did not occur in the parameters 
evaluated to assess toxicity when comparing 
groups of treated animals with contemporary 
controls. Rats administarad clindamycin 
hydrochloritie at 600 mgtkgiday (272.7 
mg/lb/day) for six months tolerated the drug 
well; however, dogs orally dosed at 600 
mg/kg/day t272.7 mg/lb/day) vomited, had 
anorexia, and subsequently lost weight. At 
necropsy thase dogs had erosive gastritis 
and focal areas of necrosis of the mucosa of 
the gall blad$er. 
Safety in gqtating bitches or breeding males 
has not been established. 
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