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Pantoprazole

Sodium o

comeosmane FESIStant

Esrh EnErcoosted Ehst contains:
Panppmroks (35 sodum sesquilngraE) =0 oes el AD

mg

CLIMNICA L PHA R A COLDGY

Mechanism of Action:

Panopmzols i= 5 proton pumg inhibior that suporesses the firg
sten i gastric aod produdtion by conalentybinding o the

H- K-}-ATPa== stthe seoemnysurface ofthe
éas,tc}_’:-;en hsﬁ-I o nh:utnnnf:-n‘ﬂ'.:naa
Ard stmulatsd gasmic 204 seoston imespartue ofthe SETURS.
The fing r‘gto&‘e{l-L K-ATPa=s msults in & duration of
antiseceDrysfed thatpes=E longer than 24 hours for a
dozes.

Pharmacokinetics:

Absorption: The sbsonption of panibprazcle israpd, with Cne= of
2 Sug/mi that eoowrs approcdmaily 2.5 hours after snighe ar
multple aral 40 mg doses. Panmpmzole iswell absorbad; it
unoemgoes lite st pass matsbol=m re=iting in &n sbsolue
bioanaillshilityof appreemaily 7. Panoorazok absopbon is
not afeced byoconmomitant aominisraton of antaocs.
Administaton ofpantoprarobe with food masscelayits absonption
wp i 2 hoursor longer; howswer, the Crmexand the sdent of
panipErole shsongbion (ALUC) are not sitered, Thas,
panippEzole maybe Eken without egard © timing of meals.

Distribution: The spoarent woieme of dstrbuton of pantopmzole
= approcamaehy 11 10-23 5L, disributing mainksin etracsluar
fuid, The szrum proin binding of panoorazcs is abowt 58%,
pifimarihy i albumin.

Metabolism: Pantoorarde i= edenshelymesbaized in the her
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sindependent ofthe rovis of sominstraton. T he main metbolic
pathwayis demethyiation, by TYPZCLS, with subssguent
sulfation; other metsbolc pathwans nowde odadaton by CYEZAL
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i e = Tropizol isindictad for,
- The short =rmtreatment in the heaaling and matc relisfof

smswe esophasts. Manenance ofhesing roEnE
esophagts
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and reduction in relapse raesofdayand night tme heartburn
Spmptoms in patentEwith Estoesophages) refiue disease.

- The emdiction of Helcobsder Pyior in Peptic uioeraton

- Dwodend wosrabon, and

- Gasmiculemton.

DOSAGE & ADMIMISTRA TIOM:

The u=zusl dose for the reament of ducdens] uloer, gastic ulesr
and refursoesophagits iz 40 mg once daiby In indridusl cases
he dose may be doubled, B0 mg daily pamousrhewhen there has
Deen o Esponses o ofher mediatons. In patents with sewene
el impErment the dose may be reducsd © 1 tsblst {40 mg).
Combination theramy:

In 3== of duodenal or gastric e in which infecton with
Helicobacter myon has besn confirmed, the microonganism
should be emdicated byscombination teatment Depending on
resisEnCs pattern, the folowing combinatons are recommendsd:
Tropizol 40mg twice daihycombined with,

- Amezaciliin 1000mg + Metronidazole S00mg both taice daily;

- Clarithronmon 5%1; + Metronidazole S00mg both twice caiby
- Apcpgailiin 1L000mg + Clanthrommyoin 00mg both tyice daily
Combiration thersmyfor emdimton of Helcobadesr pylor

niecton w=walhylass for T dsys and c3n be sdended 1o 8
mazdmumof2 wesks. The duodens] ucer heals momoeEhywithin
Zwesks. 2 two wesk reatment penicd = nat suffcent healing
will b2 achisved indmost & @sss within & further 2 wesks.
Gastric wiesrs and refuoesoohan it wsualhyrenwie 3 4 wesk
couEe of reatment. Fthis should be insdecuats, healng willin
miost c=ses be achisned within 3 futher 4 wesl=.

Trestmeant should not =oeosed B wesks 3= epenence with long
Ermuse i imied The dailydose of 40 mg should nat be
exresded in ddetypatents o in patients with imoared kad
funciion An exzspbon iscombinaton thempyTor eradicaton
HelioobecEr mybon, whers d=o eldefypatents should recene the
Fporooriste ooss, 40 mg teics dalhy curng 1wesk restment.

CONTRA-INDICATIONS:
Tropizol is one-ind=Ed in patents with known
hyperssneitnatyto any component of this prodwct

PRECAUTIONS £ ViR RN NGS:

General:

Panmpmzole =notindicasd for mid gasrointestnal comolaints,
2.0, nenous somach, Inthe case of combinaton thersoy the
preschbed information for the respedtive drugs must be obseneed.

212

Information for patient:

Patient should be cawtoned that Tropiaol tablets showld rot be
split, onushed or dhawed. The Bbiats shoud be swallowed whols,
wweith o without fod in the siomach, Concomitznt sdministraton of
antacs doesnotaffed the sbsorpton of pantopmzols

PREGMA MCY | LA CTATHIM:
Tiropizol showld be gheen with ution in PregnancyLacston oy
fthe poental bensfit justfies the potental risk o the Blus.

PEDIATRIC LISE:
Safetyand Effecneness in pediane petents have notbesn
es=bizhed.

ELDERLY PATIENTS:
In imical studfies, no ovell difference in saltyor effecteness
wasobsened betvasn slderyand YoUNDer pELents.

DRUG INTERA CTIONS:

Panppmzole mayTeduce the sbeonpbon of drugs whose
Dioanallshilityis pH dependent (=g Katckonazoke). Panoorazos
=metabolz ed through the cytochrome BAS0 sysiem, pimanbythe
CYPECLS ang TYP2AY ispenmymes, and subssquenthy
uwrsergoes Phass || conjugaton. Bassd on interactions of
oantopEzole with other druecs, no dosage a0justment (s nesden
with conmmiEnt wse of following: theophyfiine, osspride,

antigyrine, cffeine, mroamarspine, didofenac, digozn,
dizzepam, ghbunde, nfedipne, phenyioin, metrondazok,

waifarin, clanthromin, or amasoliin, Relswant inemdons of
pantopEzole with other drugs with the same mesboic pathwanys
ar not expeded Therfore, when -administmtion with
panopErole, sdustments ofthe dosace of penoorazoe or of
Zwch drugs may not be necessan,: T hers iz also no inberscion
with conmmisnthyadminisersd anaods.

SIDE EFECTS:

Pantopmzole has besnwel mersiEd n both short Ermand long
Ermthersoy Most feguent atherse effeds inchuds headache,

diarrhea, fiatienc, abdominal pain, rash, enuctation, insomnia,
hrpperghyrzmia, e fumcton tests abrormal, nawses, and

B=fore ghing penoprazoe to petent with gastne ucars the
DOSS0 malignancyshould be mrederd sne pantoprazols
My symotoms and delsydiagnoss. A dagnoss of refux
esophagts shoud be confimed byendoscopy

PanbpmEzole iz exEnshehymeibolized in the hver and some

WO

Adverse effedts in isolaed ees indude andsty; badck pain, chest
paini, bronchits, constipation, cough inoeased, dzziness,
hy=pEnsa, dysones, fu syndriome, gasioeniEnts, roinesing
iSO, pain, rhinitis, Snests, uninanyTad on, LopaEr
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STORAGE CONDITIONS:
:E-bre n & codl and dnydacs.
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