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Omeprazole

Hovizol
Proton Pump Inhibitor

Description
Pedlet filied hight caramel cpagque and fl=sh opague capzule.

Formulation
Each capsule contains Omeprazole 20 mg.

Action and Pharmacology

Omeprazale i aotvated at an agidio pH & 2 sulphenamide desivative that binds irmeversioly to HKY ATPase, an enzyme sysiem
found at the seoretory surfaoe of pasietal oslls. |t thereby inhibits the final transport of hydrogen ions (via exchange with potassium
ians) inka the gasinio lumen. Sinoe the HYKT ATPase enzyme system is regasded as ﬂ'leamd{p'nm}punpdﬂbe g:sh-urrumﬂ
ameprazole is kmown as a gastrio acid pump inhibitor. Omeprazole inhibits both basal and stimul anid secreti F of
the stimalus.

&mbsmﬂy’ahwbbd bt not o @ variable extent, following oral administration. Absorption of omeprazole is not afeoted
by food. The abzonption of omeprazole, uﬂnh@mﬂaﬁmimwwudﬁm:smmng

dozage above 40 mg has been r o afians in a non-linear fashion. Following absorption,
ameprazole is al'rm&luunqﬂetelymﬂhbnlm:d in the lieer, pn'rnriy hgn&rbnd‘mnquﬂlmﬂ'l'inﬂ It iz eliminased 72 to
80% through renal and 18 o 23% through fzoal In dialysis, it iz not readily di of P

Indications

Omeprazale is indioated for:

. d.l.ludu'l:ll.iuu'bmng'ig:lmuluer
*  long term treatment of pathologis gastio hyperseoretion assooiated with Zollinger-Elison syndrome.

Side Effects/Adverse Reactions

* Cases of hasmatologio abnormalites, speafically anemia (unusual tiredness or weakmess), eosimopenia, beukooyiosis [sone
throat and fever), newtropenia jsontinuing uleers or sore in mowth], panoytopenia or thrombooytopenia (unusual bleeding or
bruising], hasmatwia (bloody wine), protsinuria (oloudy wine), urinary tract infeotion (diffiowlt, burning, or painful whination,
frequent unge o urinate or bloody or eloudy urine].

#  Abdominal pain and solie.

*  Agthenia [unusual tiredness, musole pain); cemtral nervous sy [CHI) disturk spenifivally dizimess, headaohe,
somnolence [unusual drowsiness), or unusual tiredness; chest pain; gastrointestinal disturbanees, specifically acid requrgitation
[heartem), constipation, dizrrhoea or loose stodls, flatulenos (gas), or nausea and vomiting; skin rash or imhing.

Precautions/Warnings

* Bedore giving omeprazole io patients with gasthio wloers the possibility of malignanoy should be sonzidered sinoe omeprazals
may mask sympsams and delay diagnaosis.

*  Omeprazole i exiensieely metabaolized in the ver and some e ded that dosage should be reduned in hepatio
impairment.

- Hép:-hcnﬂidmdhcmnsﬁemdmnﬂufﬂwhgmuﬁpmhhmsuﬂ:dﬂrﬁ;mmmwmdmﬁm
where dozage reduntion may be required due 1o inoreased half-life.

Use in pregnancy and lactation
Adequate and well-oontralled studies in humans have nof been done. There is no evidenoe on the safety of omeprazole n
human pregnamey. Animal studies have revealed no teratogenio efiest, but reproduntion studies have revealed reduoed lifer
ights. Awoid in preg y unless there is no safer abernative.
- hunﬂhwnﬁwﬂmnnmmtnmdnlm milk. However, beoause omeprazole has been shown fo cause
tumorigenio and sarsinogenio effeots in animals, a deoision should be made on whether nursing should be disoontinued or the
medinafion withdrawn, taking imo anoount the impartanos of the omeprazale to the mother.

Contraindications
* Contraindioated in patients knoam to be hypersensitiee to omeprazols

Drug Interactions
Sinoe zol= may i gastral inal pH, sonourment use with ampioilin esters, iron salts or kefooonazole may result
maMnMpmdﬁmmmm

* [nhibition of the aytoshrome F-450 enzyme sysiem by omeprazole, espeoially in high doses, may cause a deorease in the
hep:l.umzhbdmd;rlm:gllﬂﬂ:{nwm:mnrnh‘limﬂ-demuﬁue] or diazspam or phemyioin, which may result in
delayed elimination and i o, when these medisations are used sonourrently with omeprazale.

. Bu‘mnﬂmduma*ﬂhcmmmmmmﬁummﬂhﬁmmmehsdm
these medioations; if conournent use is requined, olose obserdation fior toxio effects should be considened.

Symptoms and treatment for Overdosage
Clinigal featurec
Mo information avaidable on the effests of overdozage in man.

Treatment for overdocage
Sinoe there iz no speoific antidobe, it should be in and supportive.




Dosage and Administration

Omezole capsules are repommended fo be taken immediately before meals, preferably in the moming and swallovwed whole with
Iquid. For patients with swallowing diffioulties the oapzule might be opened and the oontents swallowed or suspended in a2
shghily avidio fluid =.g juioe, soured mik, or non-oarbonated water. The dispersion should be taken immediately or within 30
minubes. Alernatively patients oan suck the capsule and swallow the pelists with ligquid. The pellets must not be chewed or
arushed.

Usual adult and adolesoent doce:

*  Reflux Oesophagitic The wied dosage is Omezole 20 mg onoe daiy. Symptom resalution is rapid and in most
patients healing ooowrs within 4 wesks. For those patients who may not be fully healed afier the initial cowrse, healing usually
ooours during a further 4 wesks treatment pericd. In patients with severes reflux o=sophagitis, Omezale $) mg onoe daily =
resommiended and healing is usually achieved within 8 weeks.

*  Duodenal Woer’ Benign Gactrio Weer: Oral, 20 mg onoe a day. The dosage oan be inoreased to 40 mg onoe a day for
Memﬂmdwdmmuﬂmhummnegmm: If healing of gastrio uloer has not ooowred within 4 wesls, an
additional 4 weeks of = ded. Long e therapy for patients with history of resurent dusdenal wlesr =
regommiended at a dosage of 20 mg Omezole onoe daily, up to one year.

*  Gastrio hyperseoretory (e.g., Zolfinger-Ellison): Oral, 60 mg onoe a day, the dosage being adjusied as needed, and therapy
oontinueed for 2z long as olinioally indioated.

*  Dose adustment is not required in the eldady.

* impaired renal funotion: Dose adjustment is not requined in pati with impaired remal funefi

* mpaired hepatio funotion: As bioavailabilty and plasma h.lf-lll:ufumc-pmml: are inoreased in patients with impaired
hepafis funotion, a daiy doze of 20 mg may be suffisient.

Cautian : Food, Drugs, Devioes & Cosmetios Aot prohibits dispensing without presorniption.
For suspeated a:dh drug reastion, report to the FDA: weasw_ida.gov.ph
Mate : Thie information gieen here iz Emited. For further information, oonsult your dootar or pharmaoist.
Storage : Siore at temperature below 25°C. Proteot from moistare.
FresentationPaoking : Capsule 20 mg x Blisters of 4 x T's.
Regiztration Na. : DAF-1219
Date of Fenewal of
Aushorization : January 4, 2018 h 'd
Manutactured by : HOVID Bhdl, 121, Jalan Turku Abdul Rahman, uv.
30010 Ipoh, Malaysia

Imported & Distibuted by : HOVID Ima., Unit B, Tth Floor, Karina Buiding,
33 Share Boulevard, Pasig City, Philippines.
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