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8IDE-EFFECTS: PRS-
Gastraintestinal effects. v

Frequently (10%-1%): Diarrhea, constipation, flatuience {M i
sbdominal pain), nauses and vomiting. In most cases, thess WW
become milder with continyation of the therapy. o
Rarely (0,1%-0.01%): @ brown coloration of the tongue !N bt
glandular cists were obsarved during joint edministration

clarithromyein; both are reversibie with the interruption of theragy. 7%
Vary tarely (<0,01%): Dry mouth, stomatits, und‘dlnborw 3

Hepatic affects: z }
Less frequently (1%-0,1%): Incraase in Imr enzymes i tw
Very rarely (<0,01%): Hepatitis with o without jaundice, hepetic m,\
and encefalophaty in petients with a pre-existent severs ivmlm

Blood and fymphatic sysiem effects: A
Vary rarely (<0,01%). Variations in blood countl, mvmlq

thrombocytopania, leucapania or pancytopenia and ag
Rarsly (0,1%-0,01%): Hipochromy, mycrocitic anemitlnchmh '

Skin and subcutansous effects: LT
Loss frequently (1%-0,1%): Prurtus, cutaneous uupm m

erythama multiforme or photosensitivity and increasad swility
Very rarsiy: Stevens-Johonson syndrome or toxic spidermel rec

Skelatic Muscle affects
Rarely (0,1%-0,01%). Muscular weaknass, myalgic ana athritc.
symptoms. IR 1

Renal effects: SR
Vary rarely (< 0,01%): interstitial nephiis. R R

Nervous sysiem effects: R 4
Fraquently (10%-1%): Somnolence, Ingomnia, vewwmﬁm‘%
Rarely (0,1%-0,01%): Paresthesia, siight headaches, lighhum

reversibie mental confusion and hafucinations. &
Very rarsly (<0,01%): Agitation and dspressive reacions, mw in
patients severely il and In gerlmc patients, e Jhet
Sensorial organs affacts: s :
Less frequently (1%-0,1%): blurad vision, hearing AR

disturbance. These symptoms digappear with therapy inte



urﬂv (*D 01%): urticarla, high body temperature,
adern wmpnymuc u)ock uﬁargk:vasculms and fever.
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e fraquentty (1%-0,1%): wiphml cedema (resolved with
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bon of Ow;aprizéh and clarithromycin are
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i 4o, B3 With othet abld &4 Inhibitars.
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alcohol or foad.
Simultaneous reatmant with Omeprazole ard :Igoxm in hum m i
ledt to @ 10% increase in the bicavailabilty of digoxin aa s W;d
the Increased intragastic pH.

Omeprazole may reduce the oral |bsorpﬂon of Vitamin B12. m
should be taken into account in patients with low levals, wm
under & long-term therapy.

PRECAUTIONS:
in case of gastric vicer, it is recommanded o varify the benign nmm o -
the ulcer before starting the treatment, i
in patients with & positive Helicobacter cylon test, the mmomnhn
should be eradicated threw the eradication therapy.
Decreased gasiric acidity due to any meang including prown-m
inhibliars, increases gastric counts of bacteria normatly present.in the
gastrointestinal tract. Trestment with acid-reducing drugs may lead t) 'y
slightly increased risk of gastrointestinal infections, such as Sahmom
and Campylobactar.
In patients taking Diazepam or Phenyioln, it may be necessary b fmee
the amount,
Theophylling and antivilamines K: speciai physicin chocxlnq ||
recommended, A
Omeprazeie should be usad with caution in genalric patipnts and. In
patients with renal and hepatic impalrment. For patients with Bavars
hepatic impairment, @ dosage of 20 mg pér day Is achvised. .
Befare treating uicers related with NSA!D!. h discontinugtion d }hil
ause Shoult be considered, '
Mainienance treatment of ulcars associated wim the ingastion of NSNO&
shouid be restricted to risk patients, ; ;
In long-term treatments, especially over. one ym. the phym ﬂwd
8@ the therapy and evaluale the beneft-tisk relationship. 17
Care should be laken in patients with renal or hepalic impaiment. hlllng
combined therapy.
Omeprazole should not be used in infants o chiliren younger M 2
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evidence on the safety of Omeprazols n human
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A8 n, it tdcmmanded:

o hot mrmmmf Omeprazole during the fist thiae months of
] ‘ t i
m’ 701 | hanths Unless there s no safer atlernative
& should nd: ba givan to breast feeding woman,
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systom br %o sight no oﬂocts on driving capacity are 1o be
M w

A
i

CI Y
%’X' omelp § Sontaing sadium hydroxide.
The solvant containg: polyethylens glyeol 400, ¢itric acld
mamhmw and waw for ln)ecton

sultablo. for example in severs

day le recommendad. With this

iate pmm of intragastric acidity, with
vereg w/. in 24 hours.
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O(Omeprazole is prepared by mixing
Iyophilizate, The content of the vial should be
ply dmﬁwd knm i of solvent. No other salvent
' hnigue should be used:
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The solution for Injection should ordy be administersd i
should not be mixed with other intravenous solutions. -

The Injection solution should be giver slowly over & pel
and a half minutes, with 8 maximym rate of 4 i per minute..

Use one only treatment on one only patient.
Do not use the solution If it containg any particle.
Any portion not used should be rejected.

Wgs in childran over 2 vears of age with savers esonhs
There is iimited sxperience of use In childen. t oot
Omeprazole should only be used in. children with uvm
téflux resistant to other therapies. Treatment should be
pediatric hospital. o
Continuous control of pH and ganotyplc delerraination {in tack
2C19 situation) may be done arid are gppropriats for aoood 97
mponu i 1
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Tho following dosage shoukd be aonsrdarod R
Waight 10 kg to 20 kg: 10 mg/day N
Weight over 20 kg: 20 mg/day Bt
(Approximately 1 mg/kg/day) L
Duration of the treatmant is normally 4 1o § weeks and dwou‘d et
12 weeks due to the lack of oxpeﬂonce with Iong-wm
children.

Maintsnance treatment of esophagesl reflux in oader 1 arsvdn x'\
The usual dose 's of 10 to?ﬂmgwday depant ngor* The
rasponse, ;.

Dosage should be individually a{ justed and mequ % 5 Higa
Th nital racommonded dosage is ofeq mg once a d3y. Abdvd 80

day, the dosage should be dwndqu i tivo adnﬂnmram f
Zullinger-Ellison Syndrome the v?m'& has no dunlon!l
Frevention 8nd reatme “-'3'1 a5
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[grg-term treatmants with NSAIAG: ok
The usual dose is of 20 mg per day. The duration of the tregtment |
8 wogks. i

Tha usull doula ef 10 tozo mg nlr day,dopenging
rasponse. The duration of the treatmont 18012 10 4 weeks,
If the sympioms do not decreage in Zwaeko!mmg i



h mf‘dum ' : text, should be reporied 10 your physician or your pharmacist.

i EXPIRY DATE: .
stric and dyodenal ulcers due lo H. pylori infection Do not use after expiry dale printed in the package.
. ba igatad with en appropdate combination of antibiotics,  Reconstituted sokutions remain stabie for 4 hours.
rigle rigime and appropriaie dosage. :
hection of the sdeduate repime ahould be pased on the

oigeabliity and on the therapeutic guidelines. The  STORAGE INSTRUCTIONS:

} Joving corbinations werk tested; Store undar 25°C, protected from Iigméand humidity.
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