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CEVAL

(ciprofloxacin)

DESCRIPTION
CEVAL (Ciprofloxacin hydrochloride) Tablets is a synthetic broad spectrum
[+ p y a is the

B-fluoro-1, 4-diydro-4-
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Renal Insuffigiency
In patients with reduced renal function, the half-ife of ciprofiaxacin is siightly
prolonged. D i
In patienis with stable ohy cinfosis, no
pharmacokinetics have been obeerved.

INI
CEVAL {Ciprofioxacin) is indicated for the treatment of the following infections
caused by sensitive bacterla:

mﬁlm-mahimlﬂmm'nl
Actly cin HCIUSP ---250mg Frivisd tract infections: e.g.. lober and bronchopneumonia, acute and chronic
Each fiim-coated tablet conlains bronchtls, acu uawbetl af cystic fibrosis, bronchiectasis, empyama.
HCIUSP -+-500mg Clps e first-ine tharapy for the freatment of
IBUMOCO0Cal pheumonka.
CLINICAL PHARMACOLOGY gfp.mmmm?:n-m.dramm Gram-nagativa pneumon
Mechanism of Action Ear, noss and throat infections: a.g.nmmmns,mmndumm aspamlf
Ciprofloxacin is a synthetic 4-quinolone derivative, with bactericidal activity. f i due % spp.). CI
mvla Inhlullon ofbaml DNA gyrass (topolsomerass, which is essential in acute tonsilits.
the reproduction of Mmmlhmnnmmmmn Urinary tract infections: e.g., uncomplicated and complicated urethritis, acute
function. Cl nephritis, chronic bacterial prostatitis, epididymitis. Skin
Gran and soft issue infections: e.g., infected uloars, wound infections, al
celuitis, oftis extema, erysipelas, infected burns.
Mi

crobiology
Ciprofioxacin has in vitro activity against a wide range of gram-negative and
gralrrposmem\uuﬂwnm.

Staphylococeus epidermidis

Inira: &.g., peritonitis, intre:
Inllubns of the billary fract e.g., cholangits, cholecystitis, empyema of the gall
bladder. Gastro-intestinal infections: e.g., enteric fever (typhoid fever), infective

Infections: e.g., salpingltis, endometritis, pelvic Inflammatory
diseasa. Severs systemic Infactions: e.g., seplicasmia, baclarsemia, peritonitis,

munosuppressed
: Including urathral, rectal and pharyngeal gonorhea caused by -
CEVAL for
E’ Setter ot 1. Infection In elective uppar gashu\nhﬁli:\l:‘:ar:x surgery and endoscopic
¢ us rek
i v Sl
Enterobactercloacae may be used for the 2nd and 3rd line treatment of complicated urinary
Escherichia coll -7 mlsofaqsanu
Haemophilus influenzae for the reatment of acute pulmonary exacerbetion of cystic fibrosie assodiated with
Mﬂam‘ Jh!\luspummum
Moraxslla catarrhalis Tommmlwdmumm\mddmmm confirmed or suspected
Morgana|la morganii lus anthracis.
Melsseria gonorhoeas Wsmnmumlsmmou
Proleus mirabilis GEVAL(C ba taknn mealtimes. C
Proteus vulgaris
Providsncia antacids, or e derfor
Providencia stuartii Zinc. ot d
Pseudomonas aeruginosa
Samonalathi e (Ch describedn
Shigelia 5i mummﬂdhuﬁhmmmﬂmhmmrpmn
Shigella dysenteriae of
Shigella flexneri
Shigella sonnei The dosage range for adults Is 100-750mg twice dally. The duration of treatment
a bothinvitre  depends uponthe severtiy of infiction. The usual duration s 7 to 14 days, however, for
Phanmacokinetics i
2 Dosage mg uration of
‘When ciprofioxacin Is given concomitantly with food, there is a delay in the Indication Severity n) Frequency |treatment
absorptian of thedrug, rwlh?':rpfl‘dl concentrations that occur closer to 2 (Days)™*
thent Acute uncomplicated qi2hr 3
Sbstantielly oftectsd. iy Tt [ o | sstmg qizhr | 7-14
The iniake of of oral h I 500mg q12hr 7-14
Imdnmly ok refevant afoct on the phamiacold el Mik 500mg 12 h 28
margina
Cmaxand AUC. prokalfls N
e Lower respiratory|  Milkimoderate 500mg q12hr 7-14
Distribution 0% act 750mg qizhe | 7-14
the body and lissue panetration is generally good. It appears in the CSF, h.lt Acvte Sinusits Midimodarate 500mg qi2hr 10
ilamed. Ci in croma the placenta and 12 akso oot |Snandvm | Wadmoseme | wmg | qzw | -1
milk. High concentrations are achieved In bile. Suurcars Severelcomplicated | 750mg qi2hr | 7-14
Metaboism: Bone and bildimoderate 500mg qi2Zhr 246 waek
Identified in human togeth
approwimately 16% of an oral doss. The have o it font Severe/oomplicated | 750mg qi2hr_|=4-6week
but are less active than unchanged ciproflokacin. Ciproflaxacin is an inhibitor of Indra-abdominal® | Complicated 500mg qi2hr T-14
human cytochrome P450 1A2 (GYP1A2)
Coadministration of ciprofioxacin with other drugs primarily metabolized by i
CP1A2 nfctous Midimodaral | 600mg qizbe | 5-7
The serum elimination half-ife in uubjscls ‘with normal renal mm:thn |I Typhoid fever Midimodarate 500mg qi12hr 10
of anorall l——
‘excreted i the urine & Lnchanged drug. mm;ymem“ & ofdpmmm Urethral and
vittually complele within 24 hours aiter dosing. The renal clearance of | oercl Uncomplicated | 250mg | Single dose | SNl
which is 300mLiminute, exceeds the | gonococcal tose
normalglomerular fikration rate of 120mL/minuts. Thus, active fubular secretion I
mjdseemhphy Inhalational
role In its Although bile anthrax 500mg qi2hr 80
higher after i onlynmnl axposug,
mmdmedmmmnmkwmmuh drug. ™ 750m,
Aﬂaﬂdiiuﬂd1b2%ufﬂwwsslsmﬁvﬂﬂnh\h\nﬂuhmnf “Il d
within  days after doelm Thls mu,v arlsa from ekther bilery diearance or |URPer gasio-
transintestinal elimination. Inesinal ]
Only small amounts of removed by orperitoneal | Surgical and prior to the
dialysis.
Special Population ‘Meni " Single
Geriatric Patient aimen Stomg Single dose | T80
Oral plasma concentrations of ciprofioxacin ars higher in skderty sutjects (85 [pipoug 1 - - " pates wih cystic
'years) as compared to young adults. Although the Cmax Is increased 16-40%, forosis, the low bor
mammelnmmchewmlmlyac% and can be at least partially dosae. L4
e sldert. haiffs lsony | “Usedn o vt et
slightly {~20%) prolonged in the elderly. These di
dricatysignitoant. i Bt S8 M e, o om I
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