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Your staff is exposed to
&”“9

infectious fluids and waste every day.
It’s part of the job.

That’s why Baxter Operating
Room Division offers a complete
line of products and services designed

“p to protect both staff and patient. ; ,

3 Products like our Medi-Vat@  suction
, ; ~ ‘.

system. Our

-Jackson-Pratt@ closed wound drainage system, and Pour-Safe’” exudate disposal bags.
All are designed for safe collection, retention and disposal of infectious waste.

In addition, Convertors@ poly-reinforced impervious gowns, and drapes with
fluid collection pouches help protect staff and patient during fluid-intense procedures.
Iso*Bac@  absorbent reinforcement in our drapes prevents strike-through and reduces
pathogenic growth.

For staff safety and reduction of disposal costs, we also supply training videos
and seminars on segregation and minimization of infectious waste.

What we’re doing to make the O.R. safe is considerable. But then, consider that
the Operating Room Division is made up of three of the most well-known names in the
business: Convertors/Custom Sterile, PharmaseaP Surgical and V. Mueller.@ Together,

we’re uniquely qualified to help you
with any clinical or business issues
you face.

To find out more about how we’re
taking the hazard out of hazardous duty,
contact your local Baxter Operating
Room Division sales representative, or
write Baxter Healthcare Corporation,
Operating Room Division, 1500
Waukegan Rd., McGaw Park, IL 60085.

Operating Room Division

Baxter
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A REVOLUTIONARY ORAL ANTIMICROBIAL
WITH THE POWER OF PARENTERALS
n Highly active in vifro against a broad range of

gram-positive and gram-negative pathogens, including
methicillin-resistant  Stuphy/ococcus uufeus and
Pseutiomonas uefuginod  -

i For treatment of infections in the:
-lower respiratory tract?
-skin/skin structure?

- urinary tract?
-bones and joints?

W Convenient M.D. dosage-250 mg, 500 mg and 750 mg tablets
*In v&o activity does not necessarily imply a correlation with in viw results.
tDue to susceptible strains of indicated pathogens. See indicated organisms in Brief Summary.
CIPRO” SHOULD NOT BE USED IN CHILDREN, ADOLESCENTS, OR PREGNANT WOMEN.
A historyof hypersensitivity to ciprofloxacin is a contraindication to its use. A history of hypersensitivity to other
quinolones may also contraindicate the use of ciprofloxacin.

A
MILES

Miles Inc.
Pharmaceutical Division
400 Morgan Lane
West  Haven, CT 06516

Please see adjacent page of this advertisement for Brief Summary of
Prescribing Information.
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C0NVENIENTB.I.D. DOSAGE
Dosage guidelines
Mild/Moderate Infections*: 500 mg q12h -
Severe/Complicated Infections*: 750 mg q12h * ,

CIPRO”  TABLETS
(ciprofloxacin HCIIMiles)

BRIEF SUMMARY
CONSULT PACKAGE INSERT FOR FULL PRESCRIBING INFORMATION

INDICATIONS AND USAGE
Clpr& lndlcated  for the treatment of anfectlons caused bv susceotlble  strains  of the deslonated  m,c,oo~a”,s”,s I”
the condlbons  listed below

,

Lower Respiratory lnlections  caused by Escherrchra COB Klebsiella  pneumoniae.  Enterobacter cloacae,  Proteus
mlrabls, Pseudomonas aerugmosa.  tiaemoph,ius innuenzae  Haemophrlus  parainflue”zae and Stieptoc~ccus
pnevmowe
Skin and Skin Struciure  Infections caused by EscherHua ~011.  Klebs~ella p”eumo”@e, Enfembacfer  cioacae.
Pmfeus  mrrabrbs Pmleus vuiqans.  Pmvidenca  suaudr$.  Moroaaoeila morqa”h C~frobacter freundr!, Pseudomonas
aerugmosa.  Staphylococcus  auras. Siaphylococcus  eprdermidrs  and Sl~ptococcus  pypgenes
Bone and Joint lnleclions  caused by Enrerobacter  cioacae.  Serraba  marcescens.  and Pseudomonas aerymosa
Urinary Tract Infections caused by Escherichra  co!!. Klebsie/ia  pneumomae  Eolerobacfei cioacae. Senaba  maices-
cm. PWeus m&?brbs.  Prwidencra  rettgen.  Morganella  morgani!.  Cdrobacler  dwersus  Cilrobacfer Ireundv.  Pseudo~
monas  aeruginosa. Siaphylococcus  eprdermidfs  and Srrepfococcus  faecaks
fnlectious  Diarrhea caused by Escherichra  co/r  (enterotox~genic  stralnsl.  Campylobacfer  jeiunl Shrgella liexnen.  *
and Shrgella  so”“e,’  when antibacterial  therapy 1s ,“d,cated
‘Efficacy  for this organism  I” this  organ sys,em was studled  I” fewer than 10 mfectlons

CONTRAINDICATIONS
A hIstory  of hypersensltwdy to clprofloxacl” is a contralndlcatlon to 1,s “se A hlstory of hypersensltlvlty  to other
qu~nolones  may also contralndlcafe  the use of c~proffoxac~n

WAANINGS
CIPAOFLOXACIN  SHOULO  NOT BE USE0  IN CHILOREN. AOOLESCENTS, OR PREGNANT WOMEN The oral admwus-
tratlo”  of c~profloxac~n  caused lameness I” mvnafure dogs H1stopathofoglcal  examination  al the wght-bearing
,Oi”tS o’lhese  dogs revealed permanent fes,o”s  of the cartilage Related drugs such  as nalldwc aad. c~“oxac\n. and
“0rflOx.1~1”  also produced eroslam  of cartliage of welght~bearlng  ,ol”ts  and other signs  of arthropathy I” ,mmat”re
anlmalr  of various  spew (SEE ANIMAL PHARMACOLOGY SECTION IN FULL PRESCRIBING INFORMATION)

PRECAUTIONS
General: As with other qu~nofones  clprofloxacl” may cause central nervous  system (CNS) sl~mulal~on, which  may
lead to fremor,  resllessness.  Ilghtheadedness.  confwo”.  and rarely to hallucinations  or C~“VU~SIY~  seizures There-
fore. clprofloxacln  should be used wlfh  caubo” I” patients  with know” or suspected CNS dlsarders,  such as were
cerebral arte”osclerosl~ or epilepsy. or other factors which  predispose  to sevures (SEE ADVERSE REACTIONS).

Anaphyfactic  reactions  following  the flrsf dose have bee” reported I” patients  recelvlng  therapy with  quinolones
SOme raactlons  were accompanied  by cardiovascular  collapse, loss of co”sc~pus”ess,  tlngkng  pharyngeal  or facial
edema dyspnea.  urbcarla.  and ltchmg  Only a few patlents  had a hlslory  of hypersenslilvlty  reactlo” Anaphyfactic
reactlo”s may requnre  eplnephrlne  and other emergency measures Clprofloxacln  should be dlscontmued  at the first
sign of hypersensrtlwty or allergy

Seve? hypersensltlvlty  ieacf~ons charactened  by rash fever, eoslnophilla  faundlce.  and hepatlc  “ecrosls w,fh
fatal outcome have bee” reported  rarely ffess than one per mIllIon prescr~pf~o”s)  I” paflents  recewing  clprofloxacln
along with other drugs The posslblllfy that these react~ans  were related to clproffoxacln  cannot be excluded
ClproilCxaC~n  should be dlsconbnued  at the flrst appearance of a skin rash or any s,gn of other hypersenslbwty
reartl”l,

Crystals of clprofloxacl” have bee” observed rarely I” the urine  at human subfecfs  but more frequently I” the urine
of laboratory animals  (SEE ANIMAL PHARMACOLOGY SECTION IN FULL PRESCRIBING INFORMATION). Crystalfur~a
related to clprofloxacin  has been reported only rarely I” ma” because human urine IS usually acldlc  Pawnfs
mcelvmq  cl~roiloxac~n  should be well hydrated. and afkalinltv of the unne should be avolded.  The recommended  dallv
dose should  “of be exceeded

AIter<itlo”  01 the dosage regimen  ,s necessary for pa,,e”,s with  ,mpa,rme”t  of renal functlo”  (SEE DOSAGE AN0
ADMINISTRATIONi

As with  any potknt drug. perlodlc  assessment of organ system functions. lncludlng renal. hepatlc.  and hemato~
polebc function. IS advisable  during prolonged therapy
Drug Inleracfions:  As with  other qulnolones.  cpnwrrent  admlnlstrabon  O~CI~~O~~OX~CI”  wllh theophyllkne  may lead to
elevated plasma concentiat~ons  01 theophylkne  and prolongalto” of 11s  ellmlnabon  half-life  This may result I”
increased risk of theophylllne-related adverse reactions  If concpm~tant  use cannof  be avoIded.  plasma levels of
theophvlilne should be monltored  and dosaoe adlustments made as awro~r~ate

Ou~nnlones  including c~prolloxac~n  havealso been shown to lnterf&  with the metabolism of caffeine  This may
lead to reduced clearance of caffeme  and a prolongabon  of 11s plasma half-life

Antauds  conlalnlng magnesium hydroude or alummum hydroxide  may mterfere  with the absorptlo” at clproflox-
ac~n  resulting  I” sew”  and urine levels lower than dewed. concurrent admlnlstratlon of these agents with  ciprollox-
acln shzuld  be avolded

Concomitant admlnlstrabon  of the “onsieroldal  anti-~“flammatory drug fenbufen  wdh  a qulnolone  has been
reported to nncrease  the risk of  CNS stlmulatlp”  and co”vuIs~~e swres.

Probenecld  interferes  wlfh  the renal tubular secret~o” of c~profloxacl”  and produces a” mcrease  I” the level of
clproflaxacl” I” the serum This should be consldered  11  pants  are recewng both drugs concomltantfy

As wlfh  other broad-spectrum anbbloilcs. prolonged use of c~profloxac~”  may result I” overgrowth of “onsusceptw
ble  orga”Isms  Repeated evaluabon  of the patlent’s conddon and microbial susceptlbil!ty  tesnng  IS essential If
superlnfecbon  occurs during  therapy appropriate  measures should be taken
fnlormation  lor  Pafients: Patients  should be advised that clproflpxacln  may be take” with or wlthout meals The
preferred time of  doslng  is two hours after a meal Patents should also be adwed  to drink  fluIds  lkberally and “of take
anfaclds  contalnnng magnewm  or aluminum Pabents  should be advlsed  that clprofloxacln  may be associated  wlfh
hypersens~tlwty  reactions,  even followng  a single dose. and lo dlscontlnue  the drug at the first s,g” of a ski” rash or
other allergic reacbo”

Clprofloxacln  may cause dlulness  or Ikghtheadedness.  therefore paf~ents  should know how they react to lhls drug
before they operate a” automoblle or machinery or engage I” actlvlbes requmng  mental alertness or coordlnabo”

Patients should be adwed  that clprofloxacl” may increase  the effects of theophylllne and ca”e,“e
Carcinogenesis, Mutagenesis, Impairment of  Fertilily: Eight  lil v11ro  mutagenlclty  tests  have been conducted wlfh
clprofloxacl” and the test results are ksted  below

S~lmonellalM~crosome  Test (Negative)
E coii DNA Repair  Assay (Negative)
Nouse  Lymphoma Cell Forward Mutatlon Assay (Pos~we)
Cvnese Hamster V;, Cell HGPRT Test (Negafwe)
Slrlan  Hamster Embryo Cell Transformation  Assay (Negatwe)
S?ccharomyces  cerewsrae  Point  Mutation Assay (Negabve)
Sacchammyces  ceievis~?e Mtiot~c Crossover and Gene Convers~o”  Assay (Negative)
Rat Hepatocyte  DNA Repair  Assay (Posltlve)

Thus. ~NO  01 the eight  tests were POSI~IVB.  but the results of the follpwlng  three I” wo lest systems gave negawe
results

Rat Hepatocyie  DNA Repal,  Assay
MlcronuclPlE  TPC,  IMIre.-.  .-.j.  __,

03ml”a”t  Lethal Test (Mice)
Long-term carclnogenlclty studies  I” rats and rmce have been completed Affer daily oral dosing ior up to 2 years

there IS no ev,de”Ce that clprofloxacln  had any carc,“oge”,c  or tumorlgenlc effects I” these spews

Pregnancy-Pregnancy Calegpry  C: Reproduction srudw  have been performed I” rats and mfce at doses up to 6
times the usual daily human dose and have revealed no evidence of lmpared  fertility or harm 10 the fetus due to
clproffoxacin  I” rabbits. as  wdh  most antlmcroblal  agents, ciprofloxacln  (30 and 100 mglkg orally) produced
gastrolntesbnal  disturbances  resulting I” maternal wgnt loss and a” mcreased  lncldence  01 abortlo”  No terato-
gerwy  was observed at either  dose After intravenous  admlnistratlo”  at doses up 10 20 mglkg. no maternal tozwty *
was produced. and no embryofoxuty  or teratogenlcity  was observed There are, however. no adequate and well-
controlled studies  I” pregnant women SINCE CIPROFLOXACIN. LIKE OTHER DRUGS IN ITS CLASS. CAUSES i
ARTHROPATHY IN IMMATURE ANIMALS, ITSHOULD  NOT BE USED IN PREGNANT WOMEN (SEE WARNINGS)
Nursing Mothers: It 1s not known whether c~profloxac~n  15 excreted I” human milk. however, it IS known that
c~profloxacm IS excreted I” the milk  of lactating rats and that other drugs of thts class are excreted I” human milk ,
Because of this and because of the potential ior  sews  adverse reactlow  from c~prailoxac~n  I” “wng  mfants,  a
declslon  should be made to disconllnue “ursmg or to dlscontlnue  the drug, takmg  (“to account the importance of the
drug to the mother
Pediatric Use: Patlents  under the age of Itl were not Included  I” the cf~n~cal  trials of uproffoxacin  because clprpflox-
act” as well as other qumolones  causes arthropathy I” mvrnture  animals Clproflmacln should not be used in
chlldre” or adolescents (SEE WARNINGS)

ADVERSE REACTIONS
C~prolloxac~n  1s generally well tolerated Dunng  clinlcal lnvestlgatlp”  2 799 patients  recewed 2,868 courses 01 the
drug Adverse wents  that were consldered  lhkely  to be drug related occurred I” 7 3% of co”rses. powbly related I”
9 2% and remotely related I” 3 0% Clpraffoxaci”  was discontinued because of  a” adverse event I” 3 5% 01 courses,
prlmarlly wolwng  the gasfrolntesrlnal  system [I 5%).  skin (0 6%),  and central “ewo~s system (0 4%) Those
events fyp~cal 01 qulnolones  are ltallclzed

The most frequently reported events. drug related or not. were nausea (5 2%) diarrhea (2 3%). n?mih”g (2 0%).
abdom~nalparnld~scomfort  11  7%l headache 11  211.  restlessness 11  1%). and rash II 1%)

AddItIonal  events that occurred I” fess than 1% of c~profloxac~n  courses  are lksfed  below
GASTROINTESTINAL: /See above)  oainful  oral mucpsa  oral candldlasls  dvsohaola  ~nfest~nal  perforabon.
gaslrolntestlnal b&&g

,. ”

CENTRAL NERVOUS SYSTEM (See above), dfzzness,  kghlheadedoess.  msomnra.  nightmares. hallucmaNo”s.
mm reacfmon  rrrGbiirfy.  tremor. a&.~.  co”vulswe se~zwes. lethargy drowsmess.  weakness. malaw ano-
rexia phobia, depersonakzatmn.  depress!on.  paresfhwa
SKIN/HYPERSENSITIVITY: 1Seeabove).  prorifus, wOcana.  pholosensihwty flushmg.  lew chrlls. angroedema
edema of the face, neck, IIPS, conwncfwae  or hands. cutaneous candldiasls  hyperplqmentatlon, erythema
“odasum.
Alierglc reactions  ranging  from urtlcarla to anaphylacllc reactions have been reported (SEE PRECAUTIONS1
SPECIAL SENSES biurred ws,“”  d,st”rbed  vision  lchange  m coior  percepfio”  overbnghhless  o, ,,gh,s,.
decreased visual ac”d~ drpiopra, eye pa,“, tmnrfus,  hearing loss. bad taste
MUSCULOSKELETAL ,or”i  or backpam, ,omf sfdl”ess,  achiness.  neck or chest pa”, flare-up of gout.
RENAL/UROGENITAL nfersf~tial”ephr,l,s.  “ephnns. mnalhilure.  polyur~a, urinary retenbo”. urethral bfeedlng.
vag,n,t,s.  acldosls
CARDIOVASCULAR palpltaflons.  atnaf  flutter ventricular ectopy syncope,  hypertensw  a”g,“a  pectons.
myocardlaf  Infarctlo”,  cardiopulmonary arrest  cerebral fhrombosls
RESPIRATORY eplstaxls. laryngeal or pulmonary edema, hiccough  hemoptysIs. dyspnea.  bronchpspasm.
tulmonarv  embpllsm

M&t  01 the a&se we”1s reported we described  as only mild  or moderate I” seventy, abated soon after  the
drug was discontinued.  and reqwed no treatment

In several Instances nausea vpm,t,“g.  tremor. restlessness ag,tat,o”.  or palp~tabons were ludged  by Invesbga-
tars  fo be related to elevated plasma levels d theophyfllne  possibly as a result of a drug mteraction  with c~profloxac~n.

Other adverse events reported in the postmarketlng  phase mclude  anaphylactold  reactions.  Stevenwonnsp”
syndrome. exfollatlve  dermatlbs. tow epldermal  necrolys~s. hepatlc  “ecros~s,  postural hypotenslon. possible exac-
erbatlon  01 myasthenla  graw,  conlus~on.  dysphasia  nystagmus. pseudomembranous colltls dyspepsia flatulence.
and constmat~o”  Also reoorted  were aorawlcutosis  efevat~o” of serum  trlolvcettdes  ?.erum  cholesterol. blood
glucose serum  potasslurri  profongatlonbf prath;ombln time albummuria.  ca”&&a.  viglnal  candidlasis,  and renal
calculi  (SEE PRECAUTIONS)
Adverse Laboratory Changes: Changes I” laboratory parameters lksted  as adverse events  wIthout regard 10 drug
relatIonshIp

Hepatlc-Elevatlpns  of: ALT (SGPTI  (1 9%,  AST (SGOT)  (1 7%),  alkaline  phosphatase  (0.8%) LOH (0 4%).
serum  blhrubl” (0 3%)
Chofestatlc  jaundice has bee” reported.
Hemafologic-eoslnpphtlla  (0 6%),  leukopenla  (0 4%).  decreased blood platelets (0.1%). elevated blood
Olateiets 10.1%1  oancvfooenla  10.181
Renal-Eievat~dnb of &II c&i&?  (1 1%). BUN (0 9%)
CRYSTALLURIA. CYLINDRURIA.  AND HEMATIJRIA  HAVE BEEN REPORTED.

Other changes occumng I” less than 0.1% of  cwrses  were Elevation of serum gammaglutamyl  transferase.
elevatton  of serum amylase  reduction  I” blood glucose. elevated “rlc  acid.  decrease I” hempgfobl”, anemia,
bleeding  dlafhesls,  mcrease  I” blood monocytes. and IeukocytosIs

OVERDOSAGE
Information on overdosage I” humans IS not available In the event of acute overdosage. the stomach should be
emptled  by lnduclng  vorwng  oi by gasn  lavage The patlent  should be carefully observed and given supporw?
lreatment Adequate hydraflon  must be malntamed  Only a small amount of c~prdloxac~n (< 10%) IS removed from
fhe body after hemodlalysls or peritoneal  dlalysls

-

DOSAGE AND ADMINISTRATION
The usual adult dosage for patients w,,h ““nary  tract InfectIons IS 250 mg every :2 hours. For p&ems  wth
complicated lnfectlons  caused by organisms not highly susceptible. 500 mg may be admnstered  every 12 hours

Lower respirafpry  tract infections. ski” and Sk,” s,ruct”re  mfectlons.  and bone and lo,“, lnlectlons may be treated
with  500 mg every 12 hours For more severe or complicated lnfectlons  a dosage of 750 mg may be give” every 12
bT,rr
,,““,>

The recommended dosage for mfectlous  diarrhea IS 500 mg every 12 hours
In patients wllh renal mwrment,  some modlflcatlo”  of  dosage IS recommended (SEE DOSAGE AND AOMINIS-
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