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FREED()M OF INFORMATION SUMMARY

SUPPLEMENTAL ABBREVIATED NEW ANIMAL
DRUG APPLICATION (ANADA)

ANADA 200-298

Clindamycin Hydrochloride Capsules
(clindamycin HCI)

Expands the dosage range and revises the indications
section in dogs.

Sponsored by:

Phoenix Scientific, Inc.
3915 South 48™ St. Terrace
St. Joseph, MO 64503
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FREEDOM OF INFORMATION SUMMARY

1. General Information:

a. File Number: ANADA 200-298

b. Sponsor: Phoenix Scientific, Inc.
3915 South 48™ St. Terrace
St. Joseph, MO 64503
Drug Labeler Code: 059130

c. Established Names: Clindamycin hydrochloride capsules

d. Proprietary Name: Clindamycin Hydrochloride Capsules

e. Dosage Form: | Capsules

f. How Supplied: 100, 200, & 600 count bottles

g. How Dispensed: - Rx

h. Amount of Active Ingredients: Each capsule contains 25, 75, 150, 300 mg
clindamycin hydrochloride

i. Route of Administration: Oral

j.  Species/Class: Dogs

k. Recommended Dosage: 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
15 mg/1b of body weight every 12 hours for a
minimum of 28 days.

1. Pharmacological Category: Antibacterial

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

n. Pioneer Product: ANTIROBE CAPSULES;Clindamycin HCI;
NADA 120-161; Pharmacia & Upjohn Company

o. Effect of Supplements: 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
FEDERAL REGISTER on August 27, 2002.

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) 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; F;ﬁh 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 HC1), sponsored by
Pharmacia & Upjohn Co., NADA 120-161, was approved on June 6, 1984.



FOI Summary
ANADA 200-298
Page 4

3. HUMAN SAFETY:

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 512(b) of the Federal Food, Drug, and
Cosmetic Act satisfies the requirements of section 512(n) of the act and demonstrates that

Clindamycin Hydrochloride Capsules (clindamycin HCI), 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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Cautlon: Federal (LISA) law restricls this drug to
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brend of cli (Ll usp

Antirobe Aqfxadrops )

brand of clindamycin hydrachiorlde llquid

Ifble 1. Clindamycin MIC Values {pg/mL) from

use by or on the order of a licensed

DESCRIPTION

ANTIROBE Capsules and ANTIROBE
AQUADROPS Liquid contain clindamycin hydro-
chioride which 16 the hydrated sali of clinda-
mygcin. Clindamycin is a ic anlibiotic
produced by a 7{S)-chlorosubstitution of the
?(n}-hyﬁfaxyi:gmug of 2 naturalty produced

M y 5 3

tic Laboratory Survey Data Evalu-
:;I;gggfnlne Pathogens in the U.S. during

Antirobe

brand of

Antirobe l\qﬁadrops )

brand of clindamycin hydrochloside liquid

les, USP

Table 2. Clindamycin MIC Values (pug/mt) from
Olagnastic Labaratory Survey Data Evalu-
ating Feline Pathogens from Wound and
Abscess Samples in the U.S. during 18981

Organism Number
of
Isolates MIC,, MIC,, MICy; Range

0 I Number

ol
isofales MICg; MICg, Range

Boft Tissue/Wound?

Staphylococous, . .
aureus 17 D5 0B 240 0.25-240

anlibiotic p d
sis var lncolnensis .

ANTIROBE Capsules {For Use in Dogs Only)
25 mg Capsule, each yellow and while capsule

PO

intermegus 28 025 05 240 0.125-240
Siaphylococeus
_sep. 18 05 058 240 025-240

conlains clmdamycin hydrochloride eq fant
1o 25 mg of clindamycin X
75 mg Capsule, each green capsule conlains
clindamycin hydrochlonde equivalent lo 75 mg
of clindamycin
150 mg Capsule, sach hight blue and green
sl tains cli yoin hydrochloride
equivalent to 150 mg of clindamycin.
300 mg Capsule, each light biue capsule con-
tains cli in hy hioride equivalent to
300 mg of clindamycin.
ANTIROBE AQUADROPS quuid'(For Use In
ble lermulation

sirepiococtl 46 85 0% 240 D25-240
Streplacoceus

spp. H 05 240 240 025240
Osteomysliss/Boned
Staphylococcus
awrRUS 20 05 05 05 054
Siaphylogoecus

intermadius 15 05 240 240 025240
Staphylocacous

Dogs and Cals) Is a pal

i ded for oral sgminisiration. Each mL of
ANTIROBE AQUADROPS Liquid contains chn-
damysin hydrochloride aquivalent to 25 mg
clindamycen; and ethyl alcohol, 8.64%.

ACTIONS

Spp. 18 05 240 240 025-240
Beta-hemolytic
P i 21 95 20 20 025249
Snéplococeus
spp 21 240 240 240 025240
DermaliSkin S
Staphylococcus
aurgus 25 05 240 240 025-240

Site and Mode of Action: Clindamycin is an

itor of prolein sy is in the bacterial cell.

The site of binding appears o be In the 508

sub-unit of the ribosome, Binding occurs to the
sofuble RMA iraction of certain rib

inlermetius 48 05 240 240 0125240
Staphylocaccus
spp. 32 85 240 240 025240

thereby inhiblting the binding of amino acids to
those ribosomes. Clindamycin differs trom cell
wall Inhibltors in that It causes irreversible modi-
fication of ihe protein-synthesizi beeliul;
elements at the ribosamal level,
MICROBIOLOGY: Cli yeln fs a i

ide antimicroblal agent with activily against a
wide varie[ypg! aefobic and bic baclerral

p ycin is a b iostatic com-
pound that inhibits b fal protein h by

stieplococc! 7 08 05 05 02508

The correlalion between Ihe in vitro susceptibfiity data
and clinlcal response has not haen delermﬁned

Soft Tissue/Waund: includes samples labelsd wound,
abscess, asplrale, exudates, draining tract, leston, and
mass

Osteomyelilis/Bone. Includes samples labeled bone,
Iracture. foint, tendon

lt:lo range, aff is:;la!es ylelded the sams value

~

w

" a

binding to the 508 ribosomal subunit. The mini-
mum inhibitory concentrations {MICs) of Gram-
positive and obligate anaerobic pathegens iso-
faled from dogs and cats in the Uniled Stales are
presented in Table 1 and Table 2. Bacteria were
isolaled tn 1888-1998. Al MICs were perlormed
in accordance with the Nationali Commuties for
Chnucal Laboratory Standards (NCCLS).

ples labeled skin, skin
swab, blopsy, incision, lip

Prevolalla 30 0.08 40

£0.015-4.0
“Fusobatienum
spp 12 025 035  S0.015-05
Pepiostrepto-
TOCCLS PP 18 013 0.6 <0 015-89
Posphyromonas
Spp. 0,08 025  £0.015-80
' The b the in vitro plibiiity data
and chnjcal has not been d ined

PHARMACOLOGY

Absorption: Chrdamycin hydrochlasdide Is
rapidly absorbed from the canine and feline
gastroimestinal tracl,

Dog Serum Levels: Serum levels at or above
0.5 pug/mL can be mainiained by oral dosing at
a rate of 2.5 mg/ib of slindamycin hydrochidride
every 12 hours, This same study revealed thal
average peak serum concentrations of ciin-
damycin oceur 1 hour and 15 minutes after oral
dosing. The elmination half-iite for clindamycin
in dog serum was approximately 5 hours. There
was no bicactivily fation after a regi
of muitiple oral doses in heallhy dogs.

Glindamycls Serum Concentrations
2.5 mg/b {5 5 myfkg) Alter B1L.D Orat
Dose of Antrobe Capsules o Dogs
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brand of clindamycin
hydrochioride capsules, USP

Antirobe Aquadrops
brand of clindamycin
fiydrochioride Hauid

Cat Serum Levels: Serum levels
at or above 0.5 pgfml. can be main-
tamned by oral dosing al a rale of
5 mg/lb ol clindamycin hydrochloride
liquid every 24 hours. The average
peak serum congentration of chnda-
myyedn ocoots apiptoxiviaiely 1 hour
afier oral dosing. The elimination
half-lile of tlindamycin in laline
serum is approximately 7.5 hours. In
healthy cals, minimal accumulation
oceurs after multiple oral doses of
clindamycln hydrochloride, and
steady-siate should be achieved by
the third dose.

Chndamycin Serum Concanirations
§ myitb {11 mghg) Alter Single Oral
Dose of Antiroba Aquadrops lo Gals

Coradanmyen Equivsienl Aciwy {mopmit
g
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METABOLISM AND EXCRETION
Extensive studies of the metab-
olism and excretion of clindamycin
hydrochloride administered orally in
animals and humans have shown
that unchanged drug and bivactive
and bioinactive metabolites are
excreted In urine and feces, Almosi
all of the bioactivily detecied in
serum alter ANTIROBE produet
administration Is due to the parent
molecule (clindamycln). Urine bioac-
livity, however, reflects a mixture ot
lindamycln and active metabofites,
pecially N-dimethy! chindamycin
and clindamycin sulfoxide,

ANIMAL SAFETY SUMMARY

Rat and Dog Data: Ona year oral
toxiclly studies in rats and dogs at
doses of 30, 100 and 300 ma/kg/day
{13.6, 45.5 and 136.4 mg/lb/day)
have shown clindamycin hydrachio-
fids capsules to be well toleratad.
Ditferences did not accur in the

Te¢



Antirobe®
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hydrochloride capsuies, USP
Antirobe Aquadrops®

brand ol clindamyein
hydrochioride liquid

parameters evalualed 1o assess toxr-
city when comparing groups of

Antirobe
brand of cli in hy Ide capsules, USP
Antirobe Aquadrops

brand of clindamycin hydrochloride liquid

agctophorum and Clostridium perfringens.
Dental infections due to Staphylococcus
aureus, Bacteroides tragilis, Prevotelia

Antirobe

brand of yein by d
Antirobe Aquadrops

brand of clindamycln hydrochloride liquid

DOSAGE AND ADMINISTRATION
Dogs:
!n‘fect.ed Wounds, Abhscesses, and Denial

treated Is with contemporary
controls. Rats adrministered clnda-
mycin hydroshlonde at 600 mg/kg/day
(2727 -maliblday) for. si-monihs ok
erated the drug well; hawever, dogs
orally dosed at 600 mgl/kg/day
(272.7 mg/ib/day) vomiled, had
anorexia. and subseguentiy lost
weght. At necropsy these dogs had
erosive gastriis and focal areas of
necrosis of the mucosa of the gall
bladder

Safety in gestaling bilches or
breeding maies has not been estab-
fished

Cat Data: The recommended dally
iherapeutic dose range for clinda-
mycin hydrochioride (ANTIROBE
AQUADROPS Liquid) is 11 to
33 mglkg/day (5 to 15 mg/lb/day)
depending on lhe severity of the con-
dition _Clindamycin hydrochloride
{ANTIROBE AQUADROPS Liguid)
was toleraled with little evidence of
{oxicity in domestic shorthair cats
when adnunistered orally al 10x the
minimum recommended iherapeutic
dally dose (11 ma/kg; 5 mgfib) for 15
days. and al doses up io 5v the mini-
mum srecommended therapeulic dose
for 42 days Gastromtestinal tract
upset {soff feces io diarrhea)
occurred w1 control and treated cats
with emesis sccurring at doses 3x
or greater than the minimum recom-
mended therapeutic dose {1 mg/
kgfday, 5 mg/ib/day) Lymphocylic
inflammation of the galibladder was
nofed i a greater number of treated
cats at the 110 mgrkgrday (50 mg/ib/
day) dose level than for controf cats.
No other effects were noled Salely
in geslating queeos or breeding male
cats has not been established.

INDICATIONS

ANTIROBE (brand of clindamyecmn
hydrochioride) Capsules {for use in
dogs only) and AQUADROPS Liguid
(for use in dogs and cats) are indi-
cated for the treatment of infechions
caused by susceplible siralns of the
designated microorganisms in the
specific conditians lisied below:
Dogs: Skin Infections {wounds and
b ) due to coagulase posi-
tive staphy i {Staphyh
atreus or Slaphylococcus Interme-
dius). Deep wounds and abscesses
due 1o Bacteroides fragitis, Prevolefla
melaninogenicus, Fusobaclerium

7 T -
and C. dium perfring O yelills due
o Staphy aureus, B les fragilis,
Prevotella mel. X4 Fusab wm

r" Ok P ~
Cats: Skin infecti { is and )
due to Staphyl auraus, Slaphyl
ntermedius, Sireptococcus spp. Peap wounds
and infectt due to Ch perfiing

and Bacteroldes fragllis.

Dental intectjons due to Staphyfococcus
aureus, Staphy ini divs, Strepto-
coccus spp , Clostridium periringens and
Bacleroides fragilis

CONTHAINDICATIONS

ANTIROBE Capsules and ANTIROBE AQUA-
DAOPS Ligquid are contraindicated in animals
with a histary of hyp itivily to prep
tontaining clind: in or hi y

Because of poiential adverse gastromniestinal
effects, do nol administer to rabbils, hamsters,
guinea pigs, horses, chinchillas-or ruminating
anumals

WARNINGS
Keap out of reach of children. Not for human
use.

PRECAUTIONS

Durning prolongad thesapy of one month or
greater, penodic liver and kidney funchion tesis
and blood counts should be perermed

The use of ANTIROBE occasionally resulls in
overgrowth of non plible ofgani such
as clostridia end yeasts. Therefore, the adminis-
tration of ANTIROBE should be avaided In those

peci ive to the g int { eflecis
of clindamycin (see CONTRAINDICATIONS).
Should superinfeclions accur, appropriale mea-
sures should be taken as indicated by the clini-
cal siluation

Patients with very severe renat disease and/or
very severe hep panied b
severe melabolic aberralions should-be dosed
with caution, and serum ciindamycin levels mon-
itored during high-dose tharapy.

Clindamycin hydrochloride has been shown to
have neuromuscular blocking properfies that
may enhance the action of other neuromuscular
blocking agenis. Therefore, ANTIROBE should
be used with caution in animals receiving such
agenis

Safety in gestating bitches and g or
breeding male dogs and cals has not been
established

ADVERSE REACTIONS
Side etfacts occasionally ohsacved in either
clinical trials or during clinical use were vomiting
and.diarthea. . . . . . -
To repoil adverse raactions or & suspecied
adverse reaclion call 1-800-793-0586.

n Oral: 2.5-15.0 mg/ib body weight every 12
ours.

Duration: Tregiment with ANTIROBE prod.
uels may be continued up to a maximum of 28
days if clinical judg di Treat of
acute infections shouid not be continued for
mare than three or four days if no response o
therapy Is seen.

Dosage Schedule:

Capsules

ANTIROBE 25 mg, administer 1-6 capsules
every 12 hours for each 10 pounds of bady
weight.

ANTIROBE 75 mg, administer 1-6 capsuies
every 12 hours for each 30 pounds of body
weighl

ANTIROBE 150 mg, adminisier 1-6 capsules
ev?rytiz hours for each 80 pounds of body
welght.

ANTIROBE 386 mg, administar 1-6 capsules
every 12 hours for each 120 pounds of body
waight.

Liguid

ANTIROBE AQUADROPS, adminisier 1-6 mL/10
1bs bady weight every 12 hours,

Dogs:

QOsteamyelitis

Orat: 5.0-15.0 mglib body weight every 12
hours

Duratlon; Treatment with ANTIROBE is rec-

ded for a mini of 28 days.
Trealment should not be continued for longer
than 28 days if no response to therapy is seen.

Dosage Schedule:
Capsules
ANTIROBE 25 mgq, admni 2-

Antirobe
brand of cik Jdh usp

Antirobe 'l!«qﬁadrops i

brand of clindamycin hydrachloride liguld

maximum of 14 days If chnical judgment ndi-
cates Treatment of acute infecuons should nat
be continued for moare than three to four days i
no clinical response to therapy is seen,

Dosage Schedule:

ANTIROBE AGUADROPS, lo provide 5.0 mg/lb,
adpiniéter 1 mbss fbs b

bs body ‘walght- ance avery
24 howrs; 1o provide 15.0 mo/ib, administer
3 ml/5 ibs body weigh! once every 24 hours.

HOW SUPPLIED

ANTIROBE Capsules are avaiiable as.
25 mg - botlles of 600 .......NDC 0008-3043-01
75 mg - bottles of 200.......NDC 0008-3044-01
150 mg - botlles of 100 ......NDC 0009-3045-01

150 mg - bhster packages
f 100 NDC 0009-3045-08

ANTIROBE AQUADROPS Liguid is avalable as
20 mi filled in 30 mi bottles {26 mg/ml)
supplied in packers containing 12 cartoned
botlies with direction labels and calibrated
dosing droppers, NDC 0009-3178-01.

NADA #135-940, Appraved by FDA

To repoit a suspected ad reaction or 1o
request a materal safety daia sheel (MSDS),
call 1-800-793-0596,

Store at conirolled room temperature 20° o 25° C
(68° to 77° F} |ses USP.

ANTIROBE AQUADROPS

Made by

Pharmacla & Upjohn Company
Kalamazoo, M 48001, USA

ANTIROBE Capsules

Made in Canada for

Pharmacia & Upjohn Company
Kalamazoo, MI 49001, USA

8 capsul
every 12 hours for each 10 pounds of body
weight.

ANTIROBE 75 mg, administer 2-6 capsules
every 12 hours for each 30 pounds of body
waight : :
ANTIROBE 150 my, administer 2-6 capsules
eviera 12 hours for each 60 pounds of body
waight

ANTIRQBE 300 my, administer 2-6 capsules
evary 12 hours for each 120 pounds of body
weight.

Liguid

ANTIROBE AQUADROPS, administer 2-6 mL/
10 Ibs body weight every 12 hours

Cats:
infected Wounds, Abscesses, and Dental
infections
5.0 - 15.0 mgib hody weight once every 24
haurs depending on the severity ol the condition.
Duration: Treatment with ANTIROBE
AQUADROPS Liquid may be continued up lo 2

By Path ¥M inc.
Don Milfs, Ontario, M3B 1Y5

CANADA
Revised Februaty 2002 813 805 711
692074
T e 3178-01-000
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e NDC 0008-5015-01 P Approved for use in dogs.
~ 100 Capsules - Recommended dosage:
~ -~ P - For therapy of wounds, abscesses and dental
~ - infections, 1-6 capsules for each 120 pounds
SN P body weight every 12 hours,
~ ~ - - For therapy of osteomystitis, 2-6 capsules for
~ each 120 pounds body welght every 12 hours.
P
~ -
~ -
~ / - ]
\—-—-— e e o e ——/ See package insert for complete
product information,
N Warning - Keep out of reach of chidren.
- 3 0009-5015-01 o N g " Yeach of chidn
Keep container tightly closed.
A N T l R o B E ™ Store at confrolied room temperature 20°-25° C
(68°-77° F} {ses USP].
Capsules Each \ ins: Cli in
clindamycin hydrochloride capsuies, USP hydrochloride equivatent to clindamycin, 300 mg.
Made in Canada for Made in Canada for
Pharmacia & Upjohn Company 300 mg Pharmacia & Upjohn Cargpany
Katamazoo, Ml 49001, USA " Kalamazoo, M1 48001, USA
N ' E tent t mg ol myci 817 709 0001
e b s
M3B 1Y5 Canada Caution: Federal (USA) law restricts this drug to M3B 1Y5 Canada
whe=  US@ by O on the order of a licensed veterinarian.
== NADA # 120-161 Approved by FDA




~
Approved for use in dogs.
Recommended dosage:

For therapy of wounds, abscesses
and dental infections.

1-8 capsules for each 10 pounds
body weight every 12 hours.

For therapy of osteomyelitis.
2-8 capsules for each 10 pounds
o body weight every 12
:,@ hours,

=== Sege package insert for
complete product
information.

Warning - Keep out of
reach of children.
=== Not for human use.

Exp. Date

NDC 59130-721-43

CLINDAMYCIN
HYDROCHLORIDE
CAPSULES |

Antibiotic
5 mg

Equivalent to 25 mg Clindamycin

CAUTION: Federal law restricts this drug 1o use
by of on the order of a ficensed vetarinarian.

FOR ANIMAL USE ONLY

Contains 600 Capsules
ANADA 200-298, Approved by FDA

®

Each capsule contains:
Clindamycin hydrochloride
equivalent to clindamycin,

25 mg.

Keep container tighﬂy closed.

Store at controlled room

801022

OF CHILDREN

Manufactured by

temperature 20°-25°C (68™-77°F)
KEEP OUT OF REACH

Phoenix Scientific, Inc.

St, Joseph, MO 64503

Rev. 1102
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Approved for use in canines.
Recommendead dosage:

For therapy of wounds, abscesses
and dental infections.

1.6 capsules for esch 30 pounds
body welght every 12 hours.

“ for theérapy of
\@ osteomy el’l’ﬂs

SRR pounds body weight

‘Nﬁ every 12 hours.

See package insert for
e gplete product
N information.

i aach of children.

g Not for human use.

Lot No.
Exp. Date

NDC 5813072244
CLINDAMYCIN =
HYDROCHLORIDE

CAPSULES
Anttblotie

2-8 G sutes for each 3¢
e

Equivalem to 15 myg Cﬂndanmin
CAUTICN:Foerad e et s gty cse
% Wor m\h order of a fioensed
FOR ANIMAL USE ONLV
ﬁ Contains 200 Capsules
NG Wamin - Keep out of ANADA200-298, Agoroved by FDA

LI EL ®

S 1L

Group, Inc.

Each capsule contains:
Clindamy¢in hydrochloride
equivalent to clindamycin,

75 mg.

Keep container tightly ¢losed.

Store at controlied room
temperature 20-25C (68"-77°F)

KEEP OUT OF REACH
OF CHILDREN

Manufactured bw{
Phoenix Scientific, Inc.
St. Joseph, MO 64503

801023 Rev. 11-02




7 P
Approved for use in em.tines. NDC 5613072334 Each capsule contains:
Recommended dosage:
¢ 3 CLIND AMYCiN Clindamycin hydrochloride
For therapy of wounds, abscesses equivatent to clindamycin
and dental infections. HYDROCHLOR'DE 150 m )
1.6 capsules for each 60 pounds c APSU LES 9.
body weight avery 12 hours. Antiblotic Keep container tightly closed
“ For therapy of n )
U‘E osteomyelitis,
Qe 2.8 G g:les for each 80 1 50 mg ?;ggeartag?gt '2‘333‘3_—,58 ?erg‘_n'g:)

ISR nonds hody weight

uﬁ every 12 hours. Federat low resiricts this drug towse
OEmm= o0 package insertfor e e scued vt KEED O e
3& complete product FOR ANIMAL USE ONLY
N — information. Contains 100 Capsules
= Wﬁﬂ;jﬂ -é(_&epouk,of h ANADA 200288, Approvad by FDA
ey children. - ® Manufactured by
N Not for human use. H ;éhqgmx ghmgﬂgﬂ&égg
t. Josephn,
Lot No. Group, e L]
LEXP’DM& » : 801024 flev. 1102

e T [



Appraved for use In dogs,
Recommonded desage:

For therapy of wounds, sbscesses
and donwvmfacuons.

16 uies for sach 120 pounds
m&wm avary 12 houe:.
Eor therapy of
osteomyeitis.
-~ 26 meum for each
120 pounds
waight every 12 hours.
B See package insert for
complete produtt
au............ information.
- Keap out of
m ach of childran,
m Not for human use.
Lot No.
Exp. Date

NBC 53130-763-3¢

CLINDAMYCIN &
HYDROCHLORIDE
CAPSULES

300 mg

Eﬂhﬂbﬂ!h!&mm
hqunﬁutnf “"‘m
mmmamp

Contains 100 Capsulss
MAM&,Wb\;FM

Each capsule contains:
Clindamycin M‘drochloféde
aquivalant to clindamyein,
Aemg. -

Keop contalner tightly closed.

Stere at controlled room
temparature 20°-25°C |68°-77°F)

KEEP OUT OF REACH
OF CHILDREN

Manufactured b
Phoenix Sclantific, Inc.
St. Joseph, MO 84503

801037 Iss. 3-03
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Each capsule contains:

Clindamycin hydrochloride equivalent

to clindamycin, 300 mg. -

Approved for use in dogs.

Recominended dosage: :

For therapy of wounds, abscesses and dental infections.

1«26 hcap;su!as for each 120 pounds body weight every
ours.

For therapy of osteomyelitis, 2-6 capsules for each
120 pounds body weight every 12 Hours.

See package insert for complete product information.

Warming - Keep out of reach of children.
Not for human use.

Store at controlled room temperature 20°-25°C (68°-77°F)
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CLINDAMYCIN HYDROCHLORIDE CAPSULES ENVELOPE

25mg
75 mg
150 mg
300 mg

FRONT VIEW BACK VIEW
CLINDAMYCIN
HYDROCHLORIDE ]
CAPSULES How do I give my pet a pill?
Several methods can be used to make sure
your pet gets the medication he needs. Try
different approaches to see which works best.
« Gently open the mouth by placing your hand
tient Name across the muzzle and pressing your fore-

finger and thumb against the jaws, behind
the canine teeth. Place the pill as far back on
the tongue as possible and then hold the jaws
closed while you gently stroke the throat
using a downward motion to encourage
swallowing. ‘

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

* 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.

Envelope size 3-1/8 x 5-1/2
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ANADA 200-298, Appraved by FDA

CLINDAMYCIN
HYDROCHLORIDE
CAPSULES

DESCRIPTION: Clindamycin' Hydrochioride
Capsul‘es contain clindamycin hydrochloride
which is the hydrated salt of clindamycin.
Clindamycin is a semisynthetic antibiotic
produced by a 7(S)-chlorasubstitution of the
7{R)-hydroxyl group of a naturally produced
antibiotic produced by Streptomyces
lincolnensis var. lincolnensis.

CLINDAMYCIN HYDROCHLORIDE
CAPSULES:

25 mg Capsule, each yellow and colorless
capsule contains clindamycin hydrochloride
equivalent to 256 mg of clindamycin.

75 mg Capsule, each green and colorless
capsule contains clindamycin hydrochloride
equivalent to 76 mg of clindamycin.

150 thg Capsule, each blue and coloriess
capsulé contains clindamycin hydrochloride
equivalent to 150 mg of clindamycin.

300 mg Capsule, each turquoise and colorless
capsule contains clindamycin hydrochloride
equivalent to 300 mg of clindamycin.

ACTIONS: Site and Mode of Action: Clindamycin is an
inhibitor of protein synthesis in the bacterial cell. The
site of binding appears to be in the 508 sub-unit of the
ribosome. Binding occurs to the soluble RNA fraction
of certain ribosomes, thereby inhibiting the binding of
amino‘acids to those ribosomes. Clindamycin differs
from cell wall inhibitors in that it causes irreversible
modification of the protein-synthesizing subcelluiar
elements at the ribosomal level.

1

MICROBIOLOGY: <Clindamycin is a
lincosaminide antimicrobial agent with activity
against a wide variety of aerobic and anaerobic
bacterial pathogens. Chndamycm is a
bacteriostatic compound that inhibits bacterial
protein synthesis by binding to the 508
ribosomal subunit. The minimum inhibitory
concentrations (MICs) of Gram-pgsitive and
obligate anaerobic pathogens isolated from dogs
in the United States are presentedin Tabie 1.
Bacteria were isolated in 1998-1999. All MICs
were performed in accordance with the National
Committee for Clinical Laboratory” Standards
{NCCLS).

Table 1. Clindamycin MIC Values (ug/ml)
from Diagnostic Laboratory Survey Data
Evaluating Canine Pathogens in the U.S.
during 1998-991

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

Dogs: Skin infections (wounds and
abscesses) due to coagulase positive
staphylococci  (Staphylococcus aureus or
Staphylococcus intermedius). Deep wounds
and abscesses due to Bacteroides fragilis,
Prevolella melaninogenicus, Fuscbacterium
necrophorum and Clostridium  perfringens.
Dental infections due to Staphylococcus
aureus, Bacteroides fragilis, Prevoiella
melaninogenicus, Fusobacterium necrophorum
and Glostridium perfringens, Osteomyelctls due
to Staphylococcus aureus, Bacteroides fragilis,
Prevdtella melaninogenicus, Fusobacterium
necrophorum and Clostridium perfringens.

CONTRAINDICATIONS

Clindamycin Hydrochloride Capsules are
contraindicated in animals with a history of
hypersensitivity to preparations containing
clindamycin or lincomyecin.

Because of potential adverse gastrointestinal
effects, do not administer to rabbits,
hamsters, guinea pigs, horses, chinchillas or
ruminating animals.

WARNINGS
Keep out of reach of children. Not for human
use, -

Numberf'
of
Organism Isolates MiCso MiCes MiCe Range
Soft Tissua/Wound?
Staphyiecoccus
auraus: 17 05 05 =240 025240
Staphylvooocus
intermadius 28 025 0.5 =240 0.125240
Staphylaooccus
18 0.5 0.5 =240 0.2524.0
Beta—hemo\ iytic
streptococc 46 0.5 05 240 025240
Straptococous ' .
spp. k3 0.5 240 240 025240
2
PRECAUTIONS

During prolonged therapy of one: month or
greater, periodic liver and kidney function
tests and blood counts should be performed.
The use of clindamycin hydfochloride
accasionally results in overgrowth of non-
susceptible organisms such as clostridia and
yeasts, Therefore, the administration of
Clindamycin Hydrochloride Capsules shouid
be avoided in those species sensifive to the
gastrointestinal effects of clindamycin (see
CONTRAINDICATIONS). Should superinfections
occur, appropriate measures should be taken as
indicated by the clinical situation.

Patients with very severe renal disease
andfor very severe hepatic disease
accompanied by severe metabolic
aberrations should be dosed with caution,
and serum clindamycin levels momtored
during hlgh»dose therapy.

Clindamycin hydrochloride has been shown
ta have neuromuscular biocking properties
that may enhance the action. of other
neuromuscular blocking agents. Therefore,
Clindamycin Hydrochloride Capsules shouid
be used with caution in ammals receiving
such agents

Safety in gestating bitches or breedmg male
dogs has not been established.
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ADVERSE REACTIONS

- Side effects occasionally observedun either clinical
trigls or during clinical use were vomiting and
diarrhea.

DOSAGE AND ADMINISTRATION

Dogs: Infected Wounds, Abscesses and Dental
Infections.

Oral: 2.5-18.0 mg/lb body weight every 12
hours. Duration: 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 mare than three
or four days if no response to therapy is seen.

Dosage Schedule

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

Dogs: Osteomyelitis

Oral: 5.0-15.0 mg/ib bady weight every 12 hours.
Duration:  Treatment with  Clindamycin

Dosage Scheduie

Capsules:
Clindamycin Hydrochlaride 25 mg, administer
2-6 capsules every 12 hours for each 10 pounds
of body weight.
Clindamycin Hydrochioride 78 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 80 pounds
of body weight.

{‘hndam\mm Hyvdrochlorid
am yarocniond

2-6 capsules every 12 l: urs for each 120
pounds of body weight.

HOW SUPPLIED

Clindamycin Hydrochloride Capsules are
available as:

25 mg capsuies supplied in bottles of 600 or
blister packages of 100

75 mg capsules supplied in bottles of 200 or

hlistar nankaags of 100
LnSIer packagss oy Ly

150 myg capsules supplied in bottles of 100 or
blister packages of 100
300 mg capsules supplied in bottles of 100 or
hlister packages of 100

200 mo admini
U T

Store at controlled room temperature 20°-
25°C (68°-77°Fl.

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

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

Hydrochloride is recommended for 8 minimum of 28 gg}ggg
days. Treatmant should not be continued for longer 401024
than 28 days if no response to therapy is seen. 801037 Rev 5-03
8 ' g
Nuor?ber PAl;ARM?EOLg[C_in in hvdrochioride i METABOLISM AND EXCRETION
sorption: Clindamycin hydrochloride is Extensive di i
Qrganiem Isalates WCx MiCks WiCw Range rapidly ~absorbed ~from the canine excretilon se:‘f‘I ';?n;):mrgzinme;:lzfg:mofiz:
O;:eomyehlisBanea ' gastraintestinal tract. administerée; orally in animals and humans
;,”,Zu’;““"s 0 65 05 05 05 Dog Serum Levels: Serum levels at or above g?ve ,Sho"‘f“d that unchanged drug and
Staphylococous X 0.5 pg/mL can be maintained by Q"af dosing :oactlve. an i bioinactive metabolites are
intermedius 15 05 =240, 240 025240 at a rate of 2.5 mg/lb of clindamycin excreted in yrine and feces. Almost all of the
Slaphylococcvs 18 05 240 240 025240 hydrochioride every 12 hours. This same bicactivity , detected in serum after
Beta~hamolyhc ) : e study revealed that average peak serum clindamycin’ hydrochloride product admini-
straptococel 21 05 20 20 025240 gzgce?ga;‘i:itgg cg;‘t‘éfmg’fa'? 3‘;‘;‘:;; hﬂ“’e’ stration is ‘due to the parent molecule
tocoocus -
:ps: 21 240 240 240 025240 elimination half-life for clindamyein. in dog :glf'lgg;";ya“:augngfe lb K;:ctw:t.y, hgwe\t/gr
serum was ?Pproxmatelys hours. There was tabolit ; b chin Y mycin ant ac;‘vel
Dermal/Skins no bioactivity accumulation after a regimen metapolites,  especially  N-dimethy
Staphylococeus of multiple oral doses in healthy dogs. clindamyein‘and clindamycin sulfoxide.
aureus 25 05 =240 =240 025240 :
Staphylococcus Clindamycin Serum Concenirations ANIMAL SAFETY SUMMARY
ég;g"mus @ 05 =40 240 0125240 2.5 mg/b (5.5 mg/kg} After B.1.D. Oral Rat and Dag Data: One year oral toxicity
32 05 =40 =40 025240 Dose of ng:)‘iﬂ’;):{g ggg"smhlc’”de studies in rdts and dogs at doses of 30, 100
Beta-hemo ic A
prodl Iyt 7 08 05 05 02505 100 and 300 mg/kg/day (13.6, 455 and 136.4

1 The correlation between the inwitro
susceptibility data and clinical response has
not been determined.

2 Soft Tissue/Wound: 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 isclates yielded the same value

5 Dermal/Skin: includes samples labeled skin,
skin swab, biopsy, incision, lip
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mg/lb/day} ' have shown clindamycin
hydrochloride capsules to be well tolerated.
Differences did not occur in the parameters
evaluated to assess toxicity when comparing
groups of trgated animals with contemporary
controls. Rats administered clindamycin
hydrochioride at 600 mgrkg/day (272.7
mg/ib/day) for six months tolerated the drug
well; however, dogs orally dosed at 600
mg/kg/day (272.7 mg/lb/day} vomited, had
anorexia, arid subsequently lost weight. At
necropsy these dogs had erosive gastritis
and focal argas of necrosis of the mucosa of
the gali bladder.

Safety in gestating bitches or breeding maies
has not been established.

5




