Gasac™ 10, Gastrocaps™ (gastro-resistant capsule)
Gasec™ 20, Gastrocaps™ (gastro-resistant capsule)
Gasec™ 40, Gntm:lpl“' [gastro-resistant capsule)

Qualitative and Quantitative composition
Each Gastrocaps™ (gastro-resislant capsule) contains 10mg, 20mg or 40 mg of
Dmeprazol, respectively I is Gasec™ 10, Gasec™ 20 or Gasec™ 40.
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Gasec™ 10, Gastrocaps™ [gulmnmmi capsule) package wilh 14 and 28
gasmummmmngdw

Gasec™ 20, Gastrocaps™ (gastro-nesistant capsules). package wiln 14, zamsa
gastro-rasisiant capsules, containing 20mg of Omeprazol

Gasee™ 40, Gastrocaps™ (gastro-resisianl capsules). package wilh 14 and 28
gastro-resistant capsules, containing 40mg of Omeprmzol

Clinical Panticulars

Therapsutic indications
- Duadanal uicer

- Benign gastric ucess.
- Refiux asophagitis.
- Reflux esophagilis mainienance Ireatment for relapse prevention

- yngrome.
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- Mairvienance treatmant of the gastric and duodanal uicers related with NSAID's for relapse

- Bymptomatic treatmant of the gasiro refiux asophagis dissasa.,
- In assaciation with antibsctarial therapeutc regimens adequata lor H. pylon eradication in
patiants with H. pylor associated (o pepic uicer (see seclion Posciogy and Malhod ol

Posglogy and Method of Administration

Thé usial dose is 20 my per day. Tha Lreatment duration Is 2 - & weeks
Banign gaslric uicar.

The usuai doseis 20 mg once @ day. The lreatmenl dwrabon s 4 - 8 weeks.

Reflux Esophagilis

The usual dose is 20 mg once 3 day. The ieatment duration & 4 - § waaks

Motas.

In isolaled cases of. duodanal ulcars, benign gastic ulcars and gastio-esophagic reflux the
puﬁogynnbumadhlﬂmnl&mpmﬂm:da
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Omeprazol should only be used in :ﬂdmn wilh acuts reflux esophagis resisiant lo olher
treaiments.

The trestment should ba slarled at @ paediatric hespllal

Tha continuous pH measuremant and the delermination of the genotype (related to the CYP
2G19 siyation) can be used and-approprialed for an oplimal tharapeulic response.

The lollawing doses should be used:

e sbove 201 zﬁow”{ 1 mghgiday).

The treatment duration Mdlh&ﬂuﬁﬂuﬁnﬁummﬂmﬂ
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The Linsal doad i 10.mg 10 20 mg depanding on the CIni 188poNSe.
ZalingarElison Syadroms; «
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ndical initial dose is 6 mg once a day. Above B0 myg per
day, the tc be divided and taken wice a day, In palients with Zollinger-Ellison syn-
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mant duraion is 2 1o § weeks.
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- Omaeprazol 20 mg, Glsdthromycin 250 mg, Malronidazol 400 - 500 my. all twice 8 day..

The eragication ireatment duration ls 1 weelk. To avaid resistances development the dura-
mn:houumth-m

In patiants with gastric ulcars the Lrsatment can be exiendad by the usags of monotheragy
with Omeprazol according 1o the prescribed pasology and treatment duration.

The association treatmant with mebronidazol should not be the first thoice dus 1o the sus-
pect from animal sludies thal metronidazol can be mutagenic and carcinogenic.

Ridady.

It is not necessary o adjust the dose in alderly patienis.
Ranal failure:
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( and ha hall-lfe can be Increased in palisnts with hepalic (ailurs Ihasafora is
mummmmnmmmmzﬂm
The gasiro-resistant capsules enould be swallowed intact with enough liquid {for example 1 ¢
glass of waler) before meals (exampie, bafore breakfast or dinner).

Contra-Indications
Omepszol s conlra-indicated in patients with known hypersensitivity lo Omaprazal of lo
othet formudation compound.

The association teatment with clarithromycin should not be usad in patients with hepotic
ladure.

Special Wamings and precautions for Use
If relgvant in patients wilh peplic ulcer, ft should be delammined Ihe stalus Helicobactor

pytod, hmmwmﬂmﬁmhmum&m
eradicalion trealmanl.

eliminabion by he.
If thera is a suspect. mu&mamummmmww
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Gasac™ :wzn'.g \realment (Omeprazal 10/ 20/ 40 mg) be started. As (realment
uction

bafore

lﬂqvu)mpm delay diagnosis,
The reflux fis diagnosis should be confimed by es
The red i acid by any means - iduﬂngprotnnmm - Incraases
ﬂugmmmﬂm present ks the gastroiniestinal tract The treatmant
with drugs that reduca the gastic acid 1éad to  slighl increase In the pastrointestinal infec-
lions, such s those-causad by Saimonelis and Campylobacier.
Omeprazol should ba used with caution in eiderdy pabients and in tenal and hepatic failure
patlents, specially In high doses. In patiants with acute hepatic failura the maximym dally
dose should ba 20 mg,
nmaummmm-wwmmmwwmmmmmu
failure palients, the hepatic anzyme values should be controfied 1

This drug ¢ Wmm:::wmwumnum .
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bility of interrypling the causative sgent ingeston.

The malntenance Lesiment of ‘uleers aesocialed 1o ingesfion of non stemid
anti-nflammatory drugs should be restricted 1o patients 2l nsk.

In ihe Jong-lerm use, alunpqunmmummmmm
evalyation ang a
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becauss Il causé the meﬂaﬂﬂmﬂﬂﬂm increase
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mm be taken duting’ association treatment in ‘palients with renal or hapatic

The Omapraroi should nol be usad in babies.or children:under 2 years oid,

In patients with a severs condition il is recommended thal sight and hearing senses should

umwmmwMum and dealness with the re-
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Omeprazol is MW by the isofoms of P-450 cytochroma (mainly CYP2C18,

sm“w' Sty o sl of s g malbotsd by D

mmum {and aiso with other benzodiazepines such has viazolam
or furazepam), phenyloin and warfarin. It is recommended the perodic monitorisation of
patiants taking warfarin of phenitoin, and could be nacessary to reduce Ihe 6oss of Ihis sub-
stances. Other drugs that can affect are hexabarbital, citalopram, imipramine, clomipramine
alc.



Omaprazel can inhibil tha hepatic metaboliem ol dissulfiram Thera wate soms tepared lso-
lated and probably ralaled cases of muscle nigidity.
Thera are data about, Omeprazol interaction with cyclosporine. Theralore
mmwmmmhmmummmw
s possitla an increass In (ha cyclosporin levels.
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ba decreased during restment withi Ofmeprazol ke with olfer acid sacretion In
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increase of 10 % in digoin biddispanibillly as consequance of arincrease in'gastric pH.
Omeprazol candecrease vitamin 812 orzl shsomton of  This should be taken In conside-
ration in. patients with low basaline levels (nal are under long-larm therapeutic with
Omeprazol.
There is no evidence of Omeprazal jnteraction wilh cafigine, propranalol, theophyliing, me-
loproldi, lidocaine, quinidine, fenaceting, estradiol, amoxicillin, budesonide, diclofenac,
metroricazol, napcoxan, praxicam, or antiacids Omeprazol absarplion i not affectsd by

ﬂlﬁ
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Table with Omeprazol major Interactions
o Resultant effect
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Pregnancy and Lactation

Epdeminioqical studiee do nol indicata adverse effects dunng pregnancy of inCreass n
malformatiors rale. in general. However, there s no infarmation respecting specific abnor-
maiities

inrats, Omeprazal 2nd is malaboliles are excreted to milk. There & ne sufficent data aboul
the baby's exposition by lactabion roule. Omeprazol concentration i the hgman molher's
milk reaches zrounc € % of the mother maxmem plasma concentraton

The use of Omeprarol during pregnancy and lactation reguires 2 careful evaluation of the
benalit-risk.

Effects on Ability to drive and use machines

Thase are no studies about the abilty 1o drive with concomitan! Omeprazol Ingesuon
Howevear, excepl in rare and very rare cases of side eflects affecting the CNS o the visual
abilities. effects aro not expecied in the driving capability with Omeprarol 2dministraton

Undesiratie sffects

Gastrointestinal Disttiances

Comman (10% - 1%):

Darrhea, obstipation, atulencs (possibly with abdomnal pain), nauseas and vomis. In the
miajority of (hese casas the symploms recover If the treaiment continues.

Rare (0.1% - 0.01%)

It was ohsarved a brown-biack coioralion in the longue, CONCOMi-

duning the clarithrogyan
| tant administration and glandular benign cyst: both were reversibio with the kreatment con-

dusion,

Urym{tﬂm'ﬁ{i:

Mouth dryness. stomatitis, candidiase o panchreatils

Hepato-biary dsturtiances

Liltie commons-{1% - CL1%):

Changes in ihe enzymes values (resoived afier reatment niarrupbon)

Very rare (<0.01%).

Hepatilis with or without ictarus, hepatic Bilure and encephaiopatiy i patents with senous

Blood and lymphatc system dislurbances
Very rare (0.01%):
Alerations in blood counl. reverse thrombocylopena, Rutopenia of pancylopenis and

agranulocyloss
Rare (0.1 % - 001 %1
Inadequale pigmematon (Hypocromia) MaDObe 3namia i chicren

Skin and subcutansous Yssues

Less commans (1% -0,1%)

Prurituss siin enuplion, aicpeca, mullilorm enythema of lolosersdivty and rcreased lenden-
oy for sudation.

Vary rase (>0,01%).

Siavens-Johnson Syndrome or loxic epidermal necross

Muscio-skeletal cisturbances

Rare (0.1%- 0.01%)

Muscle weakness. mialga and oin pain

Fenal disturbances

Vary rare (<0 D1%):

Nepanlis {intersticial nephrils)

MNervous sysiem disturbances

Comman (1% - 10%):

Somnclence, sleeping disturbances (insomnia), vertigo and migraine. This complaints in
general improve dwing reatmant conlinuabon.

Rare (U,1% - 0,01 %)

Faresthesia, and sight headache. Mental confusion, hallucination mainly in individuals ser-
ously ¥l and eidedy.

Very rare {<0,01%): %
qm:ﬂmmmnmmiwm
Sensorial organs disturbances

Littie commans (1% - 0,1%):

Vision disordter {blurmed vision, visual aculty loss or visual field reduction) and audilive dys-
funclion (acute sound) or palale disturbances. This conditions usually rescive when the
raatment siops.

Very rare <0,01%).

i has been reponied uricana, mmwmmmﬂmu
anaphylaxis shogk, allergic vasculits and

Ciher adverse effacts

Less common (1% - 0,1 %)

Perigheral Oedema (which was resoved afler teatment discontinuation),

very rare (<0.01%)

Hyponatremia, gynecomastia.

Overdose

5

Thete is no svalable information aboul W:mﬁmhhmrﬁghaﬂ
individual doses up 10160 mg/day and daly oral doses up 1o 400 mg as wel as Indhvidual
mmememiykmmWthumWni
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Pharmacological Properties
Pharmacodinamic Properties

Pharmacotherapeutic group | VIl-3-b.3: Antiuicarous ~ proton hhhlg
ATC Code: AOZB C DY e

Tha Omeprazol ks 2 proton pump inhibitor, MMMMMhlm
dependent mode the enzyma H*, K¥ . ATPase, which is responsible for gastric secretion
mmmmﬂnnhmmmmummum
pendent lrom other membrana receplorns (such as histamine receplors Hy, muscarine M
ot gastric), Omeprazol has been induded in a different class of acid inhibdors, which blocks
ine final stage of acid production.
As a consequence of its mode of action, Omeprazol leads 1 an inhibition of the basal acid
sacretion &s well as ine stimulated one, independently of the type of stimulation, In this way,
Omeprazol increases the pH value and decreases (he gastric acid secretion volume. The
pro-drug Cmeprazol accumuiFes 35 & week base in (he Boidic environment of panetal cedls



and Is only effecive as an H', K* - ATPase inhiblor afler has been protonated and

reamanged.-
In an acid environment, a1 pH lower than 4 the prolonated Omeprazok is converied in sul-
ramamp:mmemm s
Ino with Omeprazal’s inital half life, the sulfamide Omeprazol lasts for a longer
E: nl‘{mSedhu Pharmacokinetic properties”). A pH sufficiently low is only
gastric parietal calls; 1his explains Omeprazol high specificity. Il is the sulfamide
OWMM&MWNMHM
I the enzymetic system Is inhibed, the pM value Increases and less Omeprazol actumu-
mwhmmhmmmklwhm
ascumulation is regulated by slesdback mechansm. -
In the long-lemm treatmant, Omaprazol, 88 3 resul of acid inhibition, causes pastrin moder-
ale incrsase. During the long-lerm treatments, ocours a moderale increass in the ECL cells.
Caranoid celis were fgund in aaimal triais (sae 5.3.) bul ware nol ye! fourd in humans.
Mndalﬂ'l!tirhl comes from conirolied clinical trials, randomized, demon-
straling thal Omeprazol m-mhmmmmmum
Mﬁ%m%deW:mlhmmM
MMMMM lower eradication rates in patients wilh isolates
H. pylor metronidazol-resisiant. For this reason; local information 2bout the prevalance
dmmwm should be Laken in consideration, when choo-
WmMMWhMMﬂHWMhm
persisteri infecbons, the polencial development of secondary resistances should be
mmmmwmm;mmmmm
ing a new treatment regimen.
Additonaly, e clinical evidence shows that. afler the successiul eradication treatmant in
palients with peptic ulcer, the ates of duodenal uicers and more frequently gastric ulcers,
are excaplionally low in compaiison with the nonmal course of the disaase with infection s
progress. Therelore. the treatmeni is recommendad in order 1o prevent peplic uices

Fharmacokinetic properties
Whmhwmmum“mmmw
nuies, in hard gelaline capsules. The absorplion lakes place in smal intestine,
MMMWWWHTMSMI&MM
piasma half life is around 40 minutes and the total plasma dlesrance s between 0.3 and 0.6
Umin. In.a small percantage of patients A hes been observed a lower elmination rate of
Omeprazal. in these cases, (ha lerminal afimination hall ke can be approximaiely 3 times
the narmal value, and the ares under the purve (AUC) can increase 10 10 limes more.
The Omeprazol distribution volume in the organism Is relativaly low (0.3 kg of corporal
ug@mmmwmwﬁ%hmmm
Omeprazol accumulétes s 2 weak base in the acidic environment jn the intraceliutar chan-
nel sysiam of parietal calls. In this acid emviroament Omeprazol is prolonated and conver-
ted in the acive substance, sulfenamide The active subsiance establishes
covalent bounds o the gasiric proton pump (M, K* - ATPzse) in the gastric panetal calls
secreting surtace and inhibits s activty, The acd-sacretion inhibilon duration s conse-

quentiy bigger than the period in which the Omaprazol base is present in plasma. The acid
secrebon inhibition level Is directly cormelated with the area under the curve({AUC) concan-
ration-ime, but not with the plasma conceniration at 2 given time,

Omeprazol is completely metabolized, mainly in the Tver by CYP2C19, A small percentage

of pabents does not have the functional enzyme CYP2C19 and shows 3 low Omepeazol

elimination rate. Nona of tha melaboltas has any significant anli-secretory activity. Around
20 % ¢! the administrated dose is excreted In Ihe Iseces and the remaining B0 % are excre-
led in the urine as @ melabolile form, The main 2 metabolites in the urine are he hydrox-
Omeprazol and the carrespondent carbaxylic scid. In patients with renal failure, Omeprazol
kinetics is very similar lo the existent In healthy individuals. Because renal elimination is the
main extretion routs for metabolized Omeprazol, the elimination rate is reducad in 2 comes-
ponding-dagres (0 the raduction in the renal function. Accumulation can be avoided admi.
nistrating Omeprazol oncs a day.

Omeprazal bloavalability is slghtly higher in the eiderly, and the elimination rale ks sighlly
decreased, Bul the indwidual values are approximalely the same comparing tg heaithy
young indiiduals, and there is na indication that loleranca in eldery individuals with normal
Omeprazol doses is decreased.

After the intravendus administraion of 40 mg of Omeprazol dufing 5 days, the absolute
bicavailablity measured ingreased around 50 %: this can be explained by the decease i
hepatic cleatance due lo enzyme CYP2C18 saturalion.

in patients with chronic hepatic disaase, Omeprarol clearance is low and (he plasma half
mmmmwammmmmmmwﬂ
The sdminisiraled Omeprazol in 2 20 mg once a day regimen 4 weeks was wail
lolerated and there was no accumulation of Omeprazol or s me

Bicavallability

mmmwurmmwuwmmuwﬁimmm

increases approximalely 1o 60 %, In patients with imited
hepaﬂi:lmclhn, can increase lo 90 % due the redudtion of first pass effect
Praclinical safety data

nmhmmmMmmmmwmm@mm
unknown untll now, in humans.

In long-term studies comespending to  rat's lile, in rats eated with Omeprazdl or exposed
{o partial was found Nypemiasia of the gastric ECL and carcinoid cells. This
alteration is a resull of a-maintained secondary 1o acid inhibition.

in mutagenicity studies (in wilro.or in wivo) did nol occur any dlinical relevant results

Pharmacautical particulars
List of excipients

Gasec™ 10, Gasec™ 20, Gasec™ 40:

Granuie with gastro-resistant cover: Neutral granules, h - dibasic

sodium phosphale, Syloid 244, tanium dioxide (E 171), Eudragit L30 D, Citraflex 2, taic.

%Wmm&mmnummm 172), indigotine
132),

Incompatibilities

None described,

Precautions for storage

Keep in a fresh and dry placs below 25 C.
Do nol use this medication after the expiry date slated "EXP" on the packaging

Nature and contents of container
While bottie of high density polyettwiena (HOPE) wilh cap and axsiccant

Instructions for usa/Handling
Keep out of the reach and sight of children.

Presentation

Gasec-10: Packings of 14 and 28 Gastrocaps.

Gasac-20; Packings of 7, 14,

28 and 56 Gastrocaps.

Gasec-40; Packings of 14 and 28 Gastrocaps.

Date of revision of the text
Marh 2002

dangerous for you.”

" Do not repeat the same

e

THIS IS A MEDICAMENT

ﬂmmmmm:mmmmhmm

Foliow strictly the doclor's prescription, the method of use and the instructions of the
Pharmacist who sold the medication.

" The Doclor and Pharmacist are experts in medicines, their benefits and risks
~ Do not by yoursell intarmupt the period of treatmen prescribed.

- Keep all medicaments oul of reach

Council ol Arab Health Ministers,
Union of Arab Pharmacis!
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