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Flurbiprofen U.S.P. 100
mg i ry &
compodRitig e SIC
Each fimoated Bhst ontans:

PubiprfEn USSP .. 100mg
CLINICA L PHA RM A COLOVGY:
Pharmacokinetics:

PumiprifEn i= 3 nonsEncdal ant-infammatony drug that eshibis
antnfammabny analeesic, and antpyretc actites. The
mechanism of acion roprofen, ke thatofother non-
steroidsl ant-nfiammatonydregs, isnot comphetehy understood
out may e rélaed o prosEgandin synthatass irhibtan.

A bsomtion: The mean orsl oiosnallsbilityof furbiprof®en = 98%
relatree to an orsl solution. Furbiprofen = ramdhyand non-
Stereosslscualysbsored with pesk plssmsa oncenratons
oonuning atabout 2 howrs. Adminisraton of furbiprofen with
either food or antaods may dter the rate but ot the exentof
furbiprofen absomton. Ranidine has been shown o havwe no
effed on either the rabe o exdentof furbiprofen absorpton
Distribution: The soparent wolwme of detrbuton of both B- and
S-fiurbiprofen isaporocsmatly (. 12 LK g. Both furbprofen
erantomers sre more than 99% tound to plasmsa proEns,
pnimarilyalbemin. Plasma proin binding i= relathwebyoonssnt for
the typical avemge seady-ctate mnenirations (<10 pgiml )
Fchewed with recommentied doses.

Metabolism: Seem! fubionofen metsboliss hawe been
centfied in human plasma and urne. Thess meibaiEs induds
Ay furbiprofen, 3, 4dindroosfurbprofen, 3 ydroog 4
remun orofen, their conugates, and conjuisEsd
furbiprofen. Lhihectheraﬂr}?\rfnnnc sod germates(eg.
buprofen), metabolemof bigrofen o S-furbignofen =
minimal. Fubiprofen does not indue encymes that aler i=
meEDaiEm.

The ol pla=ma Searance of unbound furbiprofen is not
sterspsslscue, and deamnce of furbiprofen i=incependant of
doze when wused within the therapeuticrange.

Bxzretion: Followng the dose, le==than 3% of furbiprofen is
exgrated unchangsd in the wrine, with about 70 of the dose
elimirgd in the wing 2= parent drug and metaboliss. Bemuss
renal elmination isa pathasy of eimnaton of furbiprofen
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severe enal cysfunction maybe necessanyto 2void aocwmulation
offurbirofen mesboliEs. The mesn Ermirg! dispostion half
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DOSAGE & A DMINISTRA TION: PEDIATRICLSE:
ADULTS: The mazamum recommended dailydosage of Painod Safetyand effedrensss in pediane patents have nat besn
= 200mg Bk=n a= one 100mg tablst twice a day In patents with esEbizhed.

SEuETE SyMpiDms or disesss of recent ongn, of dunng SouE
exgcarnabions, the b caiﬁ:lmage may e inoeased o 200mg
slen zzone 100mg Ehiet thres tmes 343y Dosesabous

%rm are not moommended.
CHI wse ofPaincd in childen under 12 yesrsof age
=notremmmended.

CONTRA -INDICATI ONS:

Paincid tsblsts are contra-indcated in pabents who are
hypersensitne o anyomponent of this medction. it should not
oe gnen b patentz who hase sgerenoad ssthms, wibicsns or
slergc type rescions afier &kng asoinin o the other
monstenoids] ant-nfammamnydgs.

VAR RMINGS:

Sanous gastaniesingl ooty such a5 blesding, uoerabion and
parforation can ooour 3t anytime with or without warning
Sympoms in pEtents tresEed chronicalhywith nonstensics] ant-
nifiamimatony drugs. Althowgh minor wpper cestroinesing {5
problems swch &= dyspepea are mmon Ly deslopng
earhyin theraoy physicians should mmain dert for uoeration and
bleedng in pabents reated chroncalhywith nonsemsdal ant-
nifiammabory drugs ewen in the absenceof prrios
gastronEsina sympoms.

PRECALTIONS:
Imipaired Renal or Hepatic Function: Az with ofher nonserocs
antHnfammabnydegs, furbiprofen should be wsed with cuton
n patents with imoaired enal o hepatic fundion or 3 hi
koneyor Iner disease. Caution showld be ussd when intiabing
trestment with furbprofen n patents with considemble
cehydebon.
Liver Tests: Patentswith Symptoms anolior Sgns Supgesting
neer dhy=fancton or in whom an sbnormal [er =5t has oooured
shiowid be ewaluaed for evddence ofthe de.gopment of 2 more
=evere hepatic reaction whils an therapywith fubipofen.
Anemiz Patentswho hawe intia! hemoglobin walues of 10 of'dl
or lessand who are o recene long-Erm theraoyshould hane
hemoglobin wehes seErmined penodcalhy
Auid Retentonand Edema: Fuid Reenton and BE2ema hawe
been repored thersfore furbiprofen should be wsed with cauton

DRUG INTERA CTIONS:

Antacids: Adminisraton of furtiprofn under fasting conditons,
o With &ntaCT Suspenson ywelded smilsr ssrum furtiprofen tme
orofilesin young subjects. In gefamic subjeds there wasa
redhecton in the rate but not the edent of furbiprofen sbsomtion.
Anticoagulants: Furbgrofen ke other nonsteroids] ant-
nifiammabory drugs has besn shown to Sfect blssding
oFametEE in palentE moEnng ant-oosgulants and senous
dinizl bleeding has besn repoted. The phiysican should be
cautious when administenng fumipo®n © patents Bking
antiaguianits.

Aspirin: Conoumentadministration of aspirin and furbiprofen
resuited in 30% bower serum fubiprfen mnEnfratone. This
effedt of aspinn {which a0 lowers serum mnEntEbons ofother
nonstenoidsl ant-nfammatonydugs onen with it has been
demonsrated in patents with rheumatod arthtis. Conourent
u=e of furbigrofen and aspirin is therefor not recommendied.
Beta-adrenemic Blocking Agents: The sfec offurbiorofen on
blood pres=we response o proprancka and aEnolol was
ewalaEd in men with mild urnomoliaEed hypertension
Futiprfen preteatment attenusted the hyootensne efed ofa
singhe dose ofpropranchd but not stencbal. Fubiproden did not

Fumiprden did not sfed the phamamokinetc profie of sither
dineg, and the mechanism under bying the interference with
orpranoiol s hypotenshe efedt isunknown. Patents gking both
furbiprofen and 2 bets-bipcker showld be moniored D ensune
thata sst=fRoonyhyooEnse efec isachiesd,

Cimetidine, Ranitidine: Cimetcdine or rantidne did not affect
furbiprofen pharmaomkinetcs 2rept 3 smal (13%4) bt
statstesliysgnficant inceass inthe 3= wndsr he ==um
onEnitrabon oure of furbiprofen resulied with ometidine.
Digued n: Stwdies of mnmmint administEton of furbiprofen
and digzan to hesthymen dd not show a changs in the sEady
stabe ssrum lenels of ather drug.

SIDE EFFECTS:

Paincid = genaralywell mlarsed The most common sice
sfiedtE 2= oyspensa, hesrtourn, hesdsche, skin rash,
gastonEsina woraton and awe slengicreaions. Becarss
ofthe possibiltyoficmes-sensithitydue to srucural elatonships

n patents with Grdac demmpen=aton, of Smial nohons.
Vizion Changes: Blured and diminzhed wison has besn
repored with the u=e of furbiprofien and other mon-steroidal ant-

nfammabony drugs. Patents expenencng eye complaints show

_ ha:-.-e-mhﬂur'n g eaminatons,

Foute alergc reschions may be mone likehyio ooour in pabents
wheo hane exhioied allergicreactons © thess comoounds.
Crzziness, rerwousness and other central efiecs, hﬁsenst\.rt_-,r
deprassion, CRWSINeSS, Newses and womiting, dism
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by  time byfurbigrofen has been de hretrater in humang aher
single and myitigs oral doses. Pajents who maybe ague
afécEn::_ng:-ar'qe-::lee-::mt £ should be carsflilly oosen.es

appesr to Sffea the eE-Dodker-medsEd reducton inheat rae.
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2 pevershie wih SOORTE care. Patert shoul :enana-,'-a-: :f;."
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