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Drug udm:ms\wllon should begin o5 soon as possible affer suspected or confirmed expasure.
This indhcaion is based an o surrogate endpaini, ciproflxacin senum concentralions adhieved in humans, reasonably
likely fo predict clinicol benei.

Conversion of LV. lo Orol Dosing in Adulis: Polients whose therapy is started with CIPOX LV,
Equivalent AUC Dosing Regimens

CIPOX 500 mg FILM-COATED TABLET

CDMl;OSI!‘IoN Each film-coated tablet contains: Ciprofloxacin HCl equivalent to 500 mg of
G
Pilgxanr Titanium dioxide,

PHARMACOLOGICAL PROI’ERTIES
Phermocedmamic roperk

is a derivative with sirong bactericid effect. Ciproflaxacin is bactericidal
e e by hee fon sy e Uit somerose | enaynt, Ciprafoociy o
s bicericnjl afteet during bolh sigionary ond ogaritmic growih phaco of bactera, When Cipraloxacin may

os o Zombingtion wilh oty antibiofics, additive an: synsrgls!lc behaviour [especially wilh beta

) ore usvolly abserved,

Adults with Impaired Renal Function: Ciprofloxacin is eliminated primarily by renal excrefion; however, the drug
iary system uf the [iver and through the intesfine. Thase
ullernnlwe pmhw% of drug elimination Sppeck to compensal ot for iced renal excretion in patients with
renal impairment. Nonetheless, soma modificofion of dosage is ruummended parficulorly for pafients wilh severe
renal dystunction. The follawing lable pravides dosage guidelines for use in polients with renal impairmant:

Cipox Oral Dosage Equivalent Cipax L.V, Dasage

250 mg Teblet q 12 h 200mgLV.q12h a
500 mg Tablet g 12 h 400mg|V.q12h P
750 mg Tablet g 12h 400mg1¥.qBh

Ciprofloxacin hnsheen shown fo be active against most strains of the fellowing microarganisms, bath in vitro and
xfj\m(nim'a(huﬂs (5o INDICATIONS) =" g

i
Jis [Many strain: lerately susceptible.)
popcts el iy sl ore aly ocetcely
s;u;,h,:mwepam.a., acepiel o roihelo
smphy!mu:mpm

EoHhrse pna s posbcdbneenscaphbis shcins oniy

RECOMMENDED STARTING AND MAINTEMANCE DOSES FOR PATIENTS WITH IMPAIRED RENAL FUNCTION|

Creatinine Clearance [mL/min] Dose

> 50 Sea Usual Dosage.
30- 50 250500 mg q 12h
5-29 250500 mg q 18k

Patients an hemodialysis or Peritonsal dialysis 250 - 500 mg g 24 h [aber diclysis)

‘:‘ﬂ\en only the serum creafinine concentration is knawn, the following fermula may be used to 2stimate creofinine
learance.

Weight {ka} * - oge]
serum wecn-nme [ma/dl)

‘Women: 0.85 * tha value calculated for men

Creatinine clearance (mL/min} =

In paients with severe infections and severe renal impairment, a unit dose of 750 mg may be administersd of the
intervals noted obove. Patients should be carehully menitored.

OVERDOSE and IS TREATMENT :
p o dote there have been no reports of inloxication of (\gm"uxu{m n cases of overdose gastric lavage I
the administration of activated charcoal slurry. Treatment is symplomatic ond supporfive.
¢ anlidol for ciprofloxain is known.

Rerblbic gram negotiva microorganisms
i iversus
Enterobacter cloacae
Escherichia coli
Haemaphilus influenzoe
Haemogphilus porainfuenzae
Kiebeielly pneomanias
#oraxelly catorrhalis
Morganalla marganii
Proteus mirabilis
Proteus vulgaris
Frovidencia stuartii
Providencia rafigeri
Pseudomonas aeruginosa
Serralia marcescens

ins of the following microorganisms; however, the

Ciprofloxgein has been shown to be octive agoinst most s
ol o tions due fo thes microorgonisms have nof been

“Hlectivenss of ciprofioxacin in fredting clinical in
umbluhed in adequale and well-controlled clinicol irials,
herabic gramrpesive micrsrgariims
Stohylocoeeus bmmolylias
Siophlacosas homints
Strapfbcoccus preumanias penicilin-susceplible strains anly)
A-m:l:a: qrum—n ative microorganisms

nefobacter i
Aromenes yehophtla

Adminisieation of hemodiclysis or peransnl dicksls can remove only 10 % of cipral

STORAGE : 3
Stare in criginal package at room temperature below 25°C, keep out of the reach of children.

HOW SUPPLIED :
CIFOX 500 mg Film Tablet, blisters of 14 film-coated toblets

Other Pharmacautical Dosage Forms Available.

Cipox 230 m Fim Toblel, Biters of 14 Fimraoored obles

Gpox 750 mg il I Tablet, bistos of 14 mcoated okt
Cipox 200 mg ml LV, Infusian Solution

Cpnx mo m ,' 200 ...I v \nlus.m Solufion

Cibox 0.3 % bye Drop

PRODUCT LICENCE HOLDER :

The holder of trade mark and Murkenmg Autharization is
“BIOACTIVE T, UNITED KINGDOM.

Bio/\ctiveT
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Pharmacokinetic

s eed o absorbie ches 1 mesiut Sk lovl 115 bisires Gipralosiscin paiy
Clrincted by rencl excralion. About 55 5% of on are o i 75,25 o ncancs o re
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M:oul ao % of Ciprofloxacin is liminated in unchungﬁe«i form. It diffuses info all humors ond fissues at
cancentrations. Influence and diffusion of in is verfJl important in freatment of infections
mus!d by iniracellular pathogens such as Brucelio m=m=m.= Legionella spp., Chlamydia frachomatis and

i
B sumtiion ok a 750 g doss o o (Criin 35 4.3
poil, e ik e g 05 "’%pgwml b s myo.m\ Seva 1 35 o e elokcais s st
vale found Folowi
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e e w3 epg"}‘i/m| TAUC values in sleady state fellowing
reﬁemed iministration ‘mg ciprofloxacin every 12 hours by oral routeuequwdennu;\ vu\wsublu-
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INDICATIONS :
Cprfleredn Taindicoted for he trectment of infections caused by pathogen bacterium- susceptible fo ciprafloxacin
ow.

listed
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Adult Pafients:
Urinary Tract Infections: caused by Esche
marcescens, Proleus mirabils, Pro

s hia cali, Klsbsiella pneumonice, Enterobacter cloacae, Serrafia
cia refigeri, Morganello morganyi, Citrobacfer diversus, Citrobocter freundii,
o Sl feermichs, Stophyl o o

lococeus

Enterococcus fascalls. i

hyl I

Nursing Mothers ; Ciprefloxacin js excrefed in human milk. Becouse of the potential for serious adverse reactions
i infanis nursing from mothers taking ciprofloxacin, a decision shauld be made whether o discontinue nursing or
fo discontinue the drug, foking into occount the importance of the drug to the mother.

Effect on Driving and Operafing Machinery : Ciprofloxatin may cause side effects like dizziness, confusia

Acure lincomplieted Cystis in fomeles: copsed by Exchoricho col ond
Chroic Bactanal Prostaiis: coused Ly Escharichia col ar Frorus marcbils
Cower Resglratory Tradt Ifectons: coused by Escharichia col, Klepsialo poesmanios, Enfrobacle cloocs,

iobils, eeud cinosa, Hogmophius inflenzoe, Haemopmius poroi ol parsliin
iLle Streplocaccos presmentac. Also, Morexella caiarthal for the Healrent of ocule skacerbatons of
chranic bronchifis,

[Ncé@g, Amgh effective in clinical triale, ciprofloxacin i{ not a drug of first choice in the treatment of presumed
Rt Sinvehis: coused by Hoemophil

influenzae, penicill bl

catorrhalis,

Skin and Skin Structure Infections: caused by Escherichia coli, Klebsiella pneumoniae, Enterobacter cloacae,

Prateus mirabilis, Proteus wigaris, Providencia suarti, Morganella morganil, Citrobacter freundi, Pseudomonas
: il S ale Sophyh i, il bl Sworhyl LHeveomon

Streplococcus pyogenes.
Bone ond i Infecons: covsed by Enfeobater cloaca, Serrls arcescars an Pudamonos cnginosa,
cau <ol

or Moraxello

Complicated Inira-Abdominal Infections (used in wi

Pseudomonos aeruginosa, Proteus mirabilis, Klebsiells pneumaoniae, or Baclercides fragilis.
Inecius Damhec: el by Exharicio ol enerolsigeic s, Canmpylzbacer e, Sigelo boyd
Shigelcysetaics, Sicela o cnd Shigella sormei.

Typhoid Fever: caused by Salmonella hyphi.

n, Iremors,
and agitalions in ceniral nervous system. Patients should be warned about this subject.

SIDE EFFECTS / ADVERSE REACTIONS : .
The most irequently reported drug related events were nausea (2. 5!61), diarrhea [1.6%), vemiting (1.0%), obdominal
poin (1.75%], headache [1 23, reslessness (1.1 5] and rash (1 0% .
Additional medically imporiant events that accurred in less than 1% of ciproflaxacin patients are listed below.
CARDIOVASCULAR! Palpitation, airicl Rutter, ventricular eclopy, syncape, hyperfensian, angina pectoris, myocordiol
infarcfion, cardiopulmanary arrest, cerebrol thrombosis. i
CENTRAL NERVOILS & : dizziness, insomnia, nightmares, hallucinations, manic reaction, irritability, iremor,
glaxia, mmnsath seizures, leihargy, drowsiness, weakness, malaise, anorexie, phobia, depersonalizolion,
resthesia.
painful oral mucosa, oral candidiasis, dysphogia, intestinal perforation, gastraintesfinal
ing, cholestaic jaundice

MUSCUIGSKELETAL arthrolgia, joint siffness, neck or chest pain, flare up of gaut

RENAUUROSENWAL; infersiitial nephrifis, nephrilis, renal ailure, polyuria, urinary retention, urethral bleeding,
vaginifis, acidosis
RESPRATORY: dyspnea, epistaxis, laryngeol or pulmonary edema, hiccough, hemaplyss, branchosposm, pulmenary

ol
SRI/EPERSENSITVITG: pruriys, uricors, photosesiiy, Ryhing, fever, chil, angioedema, edema of e
etk ip, caniuncivbs o hants, culaneous condidioss, hyperpigmentation, eryiheme hodasum, alergic

o anophylacts shock

jon [chonge in color pereeplion, overbrightness oflights], dacreased

[Note: The effi f ciprofloxacin in th dication of the typhoid carriars hy t been d d.)
b el i i B R Aol L i

Pedioic pafent 1117 yeors of ogel )

Complicated Urinary Tract Infectians and Pyelonephrifis:due fo Escherichia coli.

[Not: Alough sfectvs in cinical ol ciprolioscin i nol o drug of fir! choice in the pedialric population due
fo an increased incidence of adverse events compored fo canirols, including evenis related to jaints and/er
sumundinm;sues.l

‘Adu and Pedianic Potients:
inhalofioncl an

inhalaional anihrs: (ost xpesurel T recuce the incidene or progrssion of disease ollowing expasure o

If anaerobic organisms are susy f contributing to the infection, of rite therapy should be administered.
7 "% pprop! 4

iate culture ond susceptibility tests should rformed befare treatment. Th ith CIPRO be
e oo rasa o st s o 2 P2 e e
CONTRAINDICATIONS :
Ciprofloxacin should nof be used in patients with hypersensitivity to the quinclone derivatives.
WARNINGS / PRECAUTIONS :
WARNI

G!
THE SAFETY AND EFFECTIVENESS OF CIPROFLOXACIN IN PREGNANT AND LACTATING WOMEN, PEDIATRIC
PATIENTS AND ADOLESCENTS [LESS THAN 18 YEARS OF AGE} HAVE NOT BEEN ESfABUSHED‘
In pre-clinjcal studies, oral administration of ciprofloxacin coused lameness in immature experimental animals,
Hisrapoiclogical examinafion of the weighi-bearing revealsd permanznt lesicns of the carlllage. Crher fluoroguinolone
corre:ound also produce lesions of carlilage arfhropathy in immature animals of various species.
* Convulsions, increased infracranial pressure, ond toxic psychosis have been reporied during ireaiment in
afients to other qui and ciprofloxacin. Ciprofloxacin may alsa cause dizziness, confusion, fremors,
Rallucinaions and daprmssion. Thece recelians miy cceur following the irst dase. I Ihesa reactians ceur in
plient recefving ciprofloxacin the drug shoukl b discanfinued and resimen! mathods sdminiered,
iprofl if used carehl phible la convulsion [severe cerebral orteriosclerosis, epilepsy].
Serious and fotal reactions have been reported in pafients receiving concurrent adminis i
and theophylline. These reaciians have included cardiac arrest, convulsion, status epil
failure, This two drugs have avoided to use together. IF concomilant use cannat be avo
theophylline should be monitared and dosage adjusiments made s oppropriole.
Serioys and occosionally okl iy [anaphylceic] reacions e besn reported in pafients recaiving
quinolone theropy. These reactions may eceur following the first dose. n, infravenous steroids, and cirway
management, including intubotion, should be administered as indicaled.
At the time of treatmeni of ciprofiaxacin like accur to oll antibiohic Pseudamembranous enterocolilis may be
monoring 1o depend on repreducion to Cloarcium ifficile, Mild cases of preudermembronous cofte usually
migondhdm  Fsconinucton alene. In moderafe fo severe cases, consideration should be given
viith fluids and elecrolytes, protein supplementation, and ireatment with an anfibacterial drug dinically effective
against . difficile colfs.
Crysiolluria relaied o ciproflaxacin has been reported in humans hecauss of the alkalinity of the urine. Alkalini
of the urine should be avoided in patients receiving ciprofloxacin. Patients should be well hg-lmle i
Photosensilivily reactions have been observed in patients while receiving some quinalone anfibiolics, Direct
sunlight should be avoided.
Ruplures of the Achilles
iprofloxacin should be discontinued if the pafient experiences pain, inflemmation, or rupture of a tendon.
Giproflaxacin should be used with cayfion in polients with impairment of renal funciion, Alferafion of the dosage
regimen is necessary for patients with impaiment of renal function. [see DOSAGE AND ADMINISTRATION).
Paricdic assessment of organ system funchions, including renal, hepaiic, and hematapaietic funciin, is advisal
during prolonged therapy.
o ek oo during Ciproflonac theropy Porical, i pstens wih elrocolis sfcl aulture
and susceplibilify festing should be performed. Antidiorrheic agents should nol be used.
C‘ijumﬂmtu:in should be used with coution in gerialric patients becairse of deiegsed renal funcion, Dets
adjusiment moy be required.
cr;fmﬂomin may increase risk of causing Long QT
cxlninisited wih ihe crugs wich moy induce Long
CIPOX® should not be used with that kind of drugs.

mancy and Nursing Mother: Preqrncy Cotegory C: There are no adsquale and well-controlled studies in
bl ety ety ok i At . s e f i e
R aronticl ik Ko beth Ffus and moher.

ration of ciprofloxocin
feue, and faspiralory
ed, serum levels o

ndrome er Torsades de Pointes significontly when it
syndrome and Torsades de Pointes. For this reason
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don have been reparted in polients treated with ciprofioxacin ond ather quinclgnes.
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ity, diplopia, in, finpitus
Mas of the, adverse reachons ware baween mild o moderete degree and were resolved withaul a Ireatment by
disconfinuing of the drug.

Adverse Loboratory Changes: Chonges in loberatory parameters listed a5 adverse events without regard to drug
relationship are listed below:

Hepalic ALT (SGPT), AST (SGQT), alkcline phosphatase, (DH, bilirubin incregse

Renal - lncrease in

" .

rom! i poncylopenia,
el -ann BNtk caldoria and- hawarariat

IN THE EVENT OF AN UNEXPECTED REACTION CONSULT TO YOUR PHYSICIAN.

DRUG INTERACTIONS :
orofoexinmiy i e Fthecphylline and delay i aliminaton. This may increase
rCopline ey T g i el e sdminbrsd concurrently or serum Iheapiyline concentrafions
should be monitored, (see WARNINGS / PRECAUTIONS).

ZI Ciprefloxotin may olsa reduce clearance of caffeine and prolong ifs half life.
3] Ciprofloxacin may cause ronsien increases in serum creafinine levels in palients undergoing cyclosporine
Irectment,

4] Hooroquinolenes may petentate efecs of anlicoogulan's, Profrombine fims should be moniorsd

5| Probenecid may increase the plosma level of Ciprofloxatin by blocking its wubular secrelion.

&) In same pafients wha have bean using phenyisin and ciprolxac i anges [increass or decrease]
In seruny phenylon level hove been repared

71 G e rar e f oo and hburide, o it of ulloybre s, moy rsi i
sevara bypeglyeemia roraly.

B S chuminium and calium confuinipg ontocids, sucralc,

dp and i
didanosine, o bivalent and rivolent cations such as colcium, iron, or zinc may lower absorption of
Ciprafioxacin should be administered of least 2 hours belore or & hours after.

9) Absorplion of ciprofioxacin may be significantly reduced if ciprofioxacin admir

DOSAGE ond ADMINISTRATION :

The determinafion of desage for any parficular patient must take into consideration the severily and nature of the
infection, the susceptibility of the causative arganizm, the integrity of the patienf's host-defense mechanisms, and
the status of renal lunclion and hepatic function.

The dorafion of eaimentdepends upon fre severiy of infecon, The ol duraion s 7 10 14 days; howsver, for
severa an miicm&dinkcﬁommw prolonged therapy may be required. Ciproflaxacin should be administered
at lg.us} 2 hours before ar & hours after magnesium,/aluminum antacids, er sucralfale, or other products cantaining
calcium, iron or zinc.

‘iprobsacin,
1 with milk or yogurt.

ADULT DOSAGE GUIDELINES
Infection Severily Dose | Frequency | Usual Duralions***
| Acute Uncomplicated | 250mg | g12 3 Days
Urinary Tract Mild/Moderate 250mg | g12 7 1o 14 Days
Severe/Complicated | 500mg | q12 7 1o 14 Days
Chronic Bacterial Prosalifis Mild/Moderate S00ma | g12 28 Days
- Mild/Moderote 500mg | gl2 7 to 14 Days
Lower Respiratory Tract e e [ (W T4 Do
Acute Sinusitis Mild/Moderote 500mg | g12h [ 10Days
. & Mild/Moderate 500 mg g 7 1o 14 Days
Skin ond Skin Structure ropom e e 750 my = F o T4 bage
S———— i1d/Moderate 500mg | g Atleast 4 1o 6 weeks
evere/ Complicoled 750 mq q ‘Al least 4 lo 6 wasks
T bdomirol® Compli ] 500 mg q 7 to 14 Days
Infectious Diarrhea Mild/Moderate/Severe | 500mg | g 5t07Days |
Typhoid Fever Mild/Moderate 500 mg ql2h 10 Days.
Urethral and Cervical Uncomplicoled 250mg | _g12h | single dose
| Infections
Inholationol ant sl-exposure)** 500 mg q12h &0 Days.
3




