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Clindamycin Phosahate Topical Solution USP, 1%

For External Use Only

OESCRIPTION
Clindamycin Phosphate %unl Sohution contains clindamycin plmpham USP, ata concemmion equivalent to 10 mg clindamycin per

mullmer Each Clindamycin Phosphate Topical Solution 1 mL of topicat solution:
Clindamycin phosphate s a water Soluble ester of p‘.‘#syrnl'mﬂc antidiotic pmtﬂmd by a 7(5)-chloro-substitution of the 7(R)-

hydroxyl';m up of the parant antihietic lincomycin.
Tha sol bnmnmﬁmisougfowldeomw%v/v propylene giycol, sodium hydroxide (to adjust the pH to 0 ~ 7.0) and purified
water. The structural formufa is represantad below: CHy p '
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Xamido)-1 dthydroge It has lacular weight of 504.96,
! mohcuhffnnnm hc18H340|N203PS Point 75° F. ( " plosphats). Amo and

CLINICAL PHARMACOLOGY
Amnmhdlndmwdnphosmlsmmmm rapid in vivo hydrolysis converts this compound to the antibacterially active

awmﬁuwd«nmoﬂb&maﬁﬂmychumm cin.

Antagonism tnsboondumnstmdbmndlndamydnmd

Fol muitiple topical applications of wolaconammbnequ!vmmwmdhmhwmunan

wlsoorwyhmmdmersumn vuylo\vlevusot are presend [n the serum (0-3 ng/mi.) and less than 0.2% of the dose is
Ci The mean bndaMblmlc In extractsd

wm%rwp dn TooicalSomon orhmtsnsss‘lw mm 0-1490).

cnmmm cultures tested (MICs 0.4 mcg/mL). Fmtmyad@onttnstdn I'ﬂmbeoﬂ

i!emmd mxmwu to 2% lbwkuaapilaﬂonotmm

cwmmmm.musmmsmwmnmnmmmlnwuomupomnuutu Moo%o

nd ma@shhnshou consider whather other agants zre more appropriate. (See CONTRAINDICATIONS,
NINGSandADVERSE

comnn ICATIONS

cmuwchPhosafmToMSouhn is contraindicated In individuals with a history of hypersansitivity to pnoarutbmcomi
cin or incomycin, anmnmmmmnm«wmwamnuoqammcm g

Oraily sad m&wumwmuwm ulluuﬂd nulh Mtlnd
the topical formutation of clindamryein resulls in sbserption of the aatibiotis from the slin
m&mm-mm,mmmumuma lal-d
indicate a tenins) produced by clostridia is ene canee of antid ednb.lhedlhb-nu
by sovere persistent diarrhea and severe cramps and be assecisted with the passage of biocod and
scus. Endessepic examinstion | embraness ooilitls. Staol far Clostridince dilTicile and stesl sssay tor

o sovane
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4 or eelestivel resim gLy and vancomycia are (s be sdministered
CORS! fy, & may Ixable U 0
nm.um.umu-mmmmwum-um-ﬁmmmdwu

paresteral therapy with clindamycin.
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PREGMIMIS

cundanvcmPhosohmTopw&Mbneomknmabotnlbauwlﬂdmﬂlmhum:gandlnmmomnm in the svent of

accidental contact with sensitive surfacss (eye, abraded skin, mucous membranes}, bathe with coplous amounts of cool tap water. The

sofution has an uppleasant asts and caution should be exarcised when amo lying medication around the mouth.
Clmhmyclnmuhl"hospfmﬂopiwsmﬂonmw prascribed with n in atopic individuals.

has been shown to have neyromuscuiar b properties that may snhance the action of other neuromuscutar blocking
aommmmnsmubemmmmmm such agents.

Roomdwbnsunlashavobem mmmmmmwmmmommmwmmmmmmm
rrm oihtpab'edfenﬂnyorrmmmmolmdn clindamycin. There are, however, no adequate and
Ihdstudiesmpmtmwmmm reproduction studies are ot ahways predictive of human responsa, this drug
shouid be used during pregnancy only i clearly needed.

Nursing Mothers
it is not known whether Is excreted In human mik fol use of Clindamycin Phosphate Topical Sofution. However, orally
and parenterally administered cl mmMnmnmeMmmmmmmmmmmmmm

reactions in nursing Infants, a decision should be made whether 1o discortinue nursing or to discontinue the drug, taking into account the
l;'r.momwwm to the mather.

and effectivenass in pediatric patients under the age of 12 have not been established.
REACTIONS

AD
In 18 clinical studies of various formuiations of Phosphate using mbovemdatulormemmmdm as
mm&mw«hrudammotuwxg«w dnrmologicmms[uonb below). ®
Number of Patients Reporting Everts
Treatment Emergent Soltien Gel Lotien
Adverse Evest =383 (%) =148 (%) w168 (%)
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Peeiing 81 (11 ¢ (- 1
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'O‘m'”m mmmmmmwn mwwu colitis which may
Cases of mgrmuandwﬂ ) mmn%mmm
treated with oral and formutations of mmmmu
Abdominat pain and disturbances as well as gram-negative folllcuiRis hmahobeulrnomd  association with the use
of t ufonmnﬂomoldlrm:wm
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‘tf?ﬁl tammmm opical Solution Clindamycin hate Tt bdoeﬂ the application
athin fim arusea or
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Romwpbdqcthom bdm:m.oonamlmgdum«ttnmlsbruhubsmmﬂmhm.
Kea&arr dusmofonmh ot tightly closed. - :
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contains cmmmm Phosolma To| 80won

Phosphate
squivaient to 10 mg clindamycin pe; alnd%g!cm hbbmahtd‘llhﬁ-mwnIImm
Store Mmtemmmmi&“m”':( to 86° F) (See USP| Prntocltmmfmmc.
Bonly
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See paciage Insart for com| tapromtrlfonnaﬂm

For extemal use onty. Avoid comact wi e{es

SIorancomolledrmtanpmuualS" 30°C(59°t086°F)

Sea USP]. Protacﬂmntreem

nstructions tos use:

1. Do not use It saal undsr the cap is broken.

2. Clean and dry skin areas to be treated.

LB a thin fllm of madication to the aftected area. Use
oyesmmoml‘f'tmemwmwddaudw

ta
topical solutio contains clindam ho%kuh
mmmmdmmmimm [0 ropyiﬁ? wN,
glycol, sod mamdda(tomsslmepmohem
40— .0) and purified water.

Lot No. and Exp. Date: See (abel, bottom of container or see box.
W1, By: Clay-Park Labs, Inc. Bronx, NY 10457
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Ses package Insert for complete produd information. N
For axternal use only. A ?
Store at controlled room tompomuro 15°t030° C (59° to 86° F) [Ses USP). Protect from freszing. Flash Point 75° F. .
Instructions for use: '
; 3. D a 1y sk eene 1o b peston

san skin areas
CLINDAMYCIN PHOSPHATE TOPICAL SOLUTION, USP 3. Apply a thin Him of nwdimﬂon 1o the affected area. Use sparingly, avoiding eyes and mouth. f medication accidentally enters eyes,

Pledget 1% 4 ?)?“ tt&o!l‘&h‘? fter sin
. . . . or
*equivalent to 1% (10 mg/mL) clindamycin o5 tigh ama’mlswgi: %
H Cﬂnd sphats ets contain Clindamwycin phosphaiet ical solution. The solution contains clindamycin phosphate equ to
For Topical Use Only. dindamy e [ Ot Bty sconol S0 ¥, ropyiens ghyoo, sodium ydionds (1 adpa th i 10 patnvlvyeango-7p0) and purfld
Lot No. and Exp. Date; Ses label, bottom of container or see box.
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