50x150

Omeprazole Sodium for
Injection 40 mg
For I.V. Use Only

Lyophilized Powder
Single Use Vial

OMIJET-40

Composition:

Each vial contains:

Omeprazole Sodium BP

Eq. to Omeprazole 40 mg
(Sterile Lyophilized Powder)

DIRECTION FOR USE :

Dissolve the contents in Sodium Chloride Injection BP (0.9% W/V)
The re-constituted solution should be used immediately after the
preparation

PPRODUCT DESCRIPTION

Omeprazole Lyophiized Powder for Injecton is @ white to off-white lyophilzed

ponder i a cololess, clear vl The powder issolves compltely and appears as aclear,coloress
solution after reconstitution.

PHARMACODYNAMICS

Onetezl i  prolon punp nhbtor albelongs b 2 ks of sy compounds, b
substuted
ATPase enzyme system at e secretory o o e gastic paretal cel. Because e enzyme
system i reqrded as the acid (prolon) pump with te gasiric mucosa, omeprazol has been
i that it This
efec i dose-1lated and leads o nibion of both basal and simlated acid secteion.
PHARMACOKINETICS
Omeprazole's apparent volume of distibution is approximately 0.3 Lkg in healthy subjects and in
patients with renal insuficiency. The volume of disrbuton i sighly decreased in elderly paiens
and in patients with hepatic insuffiency. Omeprazole is highly protein bound with about 95%
bound o plasma proteins

Omeprazole is completely metabolized mainly intheliver via the cytochrome P450 system (CYP).

Amjor part of fs metaboism is dependent on CYP2C19 (S-mephenytoin hydroxylase) which s

responsible for the fomation of hycroxyomeprazole, ifs major metabolie in the plasma. The

average Rl adninisaon s aproinlely 4 mindesand ol piasins etace s
31006 Umin.

About 80% of the metabltes are excreted inthe urne and the remaining metaboles are seen in
the feces. Patients wih impaited liver function have increased eliminaion halife; however,
omeprazole has notshown any accurulaton with once daily oral dosing.
USES / INDICATIONS
® Forthe short g
0 Duodenal ucer o Zolinger-Elison Syndrome:
o Gastic lcer 0 Gastroesophageal Refux Disease (GERD)
o Ulceraive esophagiis
DOSAGE AND ADMINISTRATION
Omeprazole shouid be adminisered only by sow intravenous (V) injection (ot s
than 25 minutes)at a ate of no reater than 4 mLminute.
Omeprazole IV injecion s NOT intended for use as IV infusion
ommended Dose: 40 mg once dally.
Patients with Zolinger-Elison Syndrome may requie a higher dose andior several doses.
Individual dosage adjustment is necessary in these patents

s not feasible:

feasible. Usual

.
realment period for nravenous omeprazole is 23 days.
‘@ Inspect the Solutionfr pariculate matte and discolration before adminstation.
@ fintravenaus terapy is necessary for more hen three days, dosage must be adjusted and
reduced 10 10~ 20 mg per day based on paten’ fesponse.
Preparation nlDusag! Form
with 10 mL of the. No other: be used.

bility
Omeprazale ‘should be used within 4 hours after reconsfitution.
CONTRAINDICATIONS

. . otfer proon any component ofthe product.
'WARNINGS and PRECAUTIONS

‘® Concarnitant admiristaton with voriconazole resultedin more than doubing of omeprazole:
exposure. However, dosage adjustmen of omeprazole was not necessary.

HIGH RISK GROUPS
Use in Pregnancy
o

10 adverse effects on pregnancy oron th healt of the felusibaby.
Use in Breastleeding Mothers
Omeprazole is excreled in human milk. I ras, omeprazole has been shown fo be excreted in mik
af low_concentratons. Decision should be made whether to discontinue_omeprazole. or
breastieeding y 1o the baby.
Usein the Elderly
There is no dierence in effcacy and safety observed between geriaric and younger patients.
However, some eldery patients may exhibit increased sensitiy o te drug and may be at isk or
potential side effecs.
Usein Children
There s limited experience with the use of omepram\e IV n chidren.
Use in Patients with Impaired Hepatic Fun
Consder dase adusinent I paents Wi hepaﬂc impement espeily i e reuing
prolonged use since plasma haif e isincreased i tese patents
Use n Patentswithpaired Renal Function

s necessary in pa functon.

senAsen Populton
Cont i

maintenance
of heahng of erosive esophagits. The maavamammy of omeprazole appears to be increased in
these paliets.

UNDESIRABLE EFFECTS

Omeprazole is generally wel-tolerated and most adverse reactions have been mild and transient
Nervous System Effects: Headache, verligo, dizziness, weakness (asthenia), pain, fatigue,
malaise, paresthesia, hemifacal dysesthesia, and psychic disurbances (e, depression,
aggression, confusion, aniety, agiaton, nsomnia, nervousness, tremors, apathy,
abnomalies, somnolence, and hallcinations) have been reported but not directy attibutzbl o
the drug in many cases.

ausea, vomiting, abdorinal pain, latlence,
and acid requrgiation. Occasionaly, dysphagie, abdominal sweling, iablecolon, fecal
discoloaton, pancreatis (someimes fata), esophageal candidiass, mucosal alrophy of the
tongue, anorexia, ry mouth, dysgeusia, and tongue discolortion have been repo

myalgia, wealkness, ahvlga ot pain, and

leg pam

ologic and Sensitivity Rescions: Rash, severe generalized reactons (eg, torc
epmemal necrolysis), Stevens-Jofinson Syndrome, erythema muliforme, exlolatve demnatis,
and ichenoid eruptions. Other effects incude skin inflammation, _uricaria, purpura andior
petchie, bulous enpin,angostere, purs, dopeos, dy Sk, and yerydoss. Aleric
Teacions, nlding are cass of anahxs e e repore

piaprism have:
been occasional reported with he use of omeprazoe, Urinaryrac ifecion, microscopic pyura
urinry requency, elevated serum creatining concentaton,prfeinuria, hematur, gycosura, and
testcuar pain have 50 been reporled but n many cases not attfbuted o omeprazole.

Hepatic Effects: Mid and rare reporl of increased serum aminolransferases (ransaminases)
AST) and (AT)yohiamiansersse (GCT, (—g\utamylltanspephdase GGTP), dlalne

osteshia choGSble o o ey o, et roboss nepals e, and e
encephalopathy have occurred rarel.

Respiratory Effects: Upper respiatory ractinfectons and cough. Epistaxis and pharyngeal pain
ave been reported occasionally. Other efecs that were reported with combined omeprazole and
clarithromycin therapy were rhiniis, pharyngitis and flu syndrome.

needed using

in ptients with quired preumona,

Cardiovascular Effects: Chest pain, angina pectoris, tachycardia, bradycarda, palpitation,
elevated blood pressure, and perpheral edema have been reported occasionall.

Hematologic Effects: Leukocylosis, neutiopenia, pancylopenia, agranulocytosis, anemia,
i and been reported rarly

Otter Adverse Effects: Cough, fever, itus, gynecomasta, acue gout, phoosensily,blured
vision, alopecia, sweating, taste disturbances, and ofiis media.

OVERDOSAGE AND TREATMENT
Tiwo cases of omeprazole overdose were characterized by crowsiness, headache (possily due o
Tachycardia,

Intravenous doses of 270 mg given in a day and up to 650 mg over a three-day period in clnical
trials did not show any dose-related adverse reactons. As in all cases where overdosing is
suspected, reatment should be symptomatic and supportve.

Storage: Store in a cool, dry & dark place at a temperature no exceeding 25°C.

. initiation of treatment and at follow-up of g
therapy.
. from patients on fong-term

omeprazole terapy.

© The use of acid tient's isk of
community-acquired pneumonia.

DRUG INTERACTIONS

 Omeprzse s melabokzd v e fegalc torome P-450 219 enome andmay it
the metabolism of some drugs metabolized by tis syste

« Omeprazol may plong e st ofwara.phanycn,dizepam,andahe viarin K
antagonists

‘» Concomitant administration may increase plasma conceniratons of omeprazole and
ttromyc bul o ierci s found wthmetorczleand amorii hen s o e
eradication of H. por.

o Cofitngdaa Suggetadoe - dspendent ductinincyencobelarinahsrpion v
concomitan use of omeprazoe.

° 0 f pH-dependent d h as kel e
iraconazole, ampiciln esers, or ifon sals,

levels of atazanavir
‘@ Serum levels oftacrolimus may increase when taken together with omeprazole.

m light & moisture
Caution  If any foreign partict isvisible inth val after dissoling the content, Pease do not use he soution.

Manufactured by:

Protech Telelinks

(A WHO-GMP Certified Co.)

Mauza Ogli, Suketi Road, Kala Amb,
District Sirmour (H.P) 173030 INDIA.

Marketed by:

S
windlas

Windlas Biotech Limited

40/1, Mohabewala Industrial Area,
Dehradun-248110, Uttarakhand
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