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Presence of gastric malignancy
Symptomatic response to therapy with rabeprazole does no( preclude the presence of gastric malignancy. Condition of healed GERD

treated forupto Condition without H. pyloriinfection has no clinically
important pathologic changes in the gastric mucosa. Condmon with H. pyloriinfection at baseli have mild or moderate inflammation
in the gastric body or mild inflammation in the gasmc antrurn Condmon wnh mlld grades of |nfec1|on or inflammation in the gastric body

h o moderate, whereas th ! in stable. Mild grades of infection ori ion in

the gastric antrum tends to remain stable.
Renal impairment
Nod i

yinpatients withrenal i

Hepaticimpairment

No dose adjustment is necessary in patients with mild to moderate hepatic impairment. Administration of rabeprazole in mild to moderate
liver impairment results in increased exposure and decreased elimination. Caution should be exercised in patients with severe hepatic
impairment.

USE IN SPECIFIC POPULATIONS
UseinPregnancy

ltem Code ~ Artwork Code

For the use of a Registered Medical Practitioner or a Hospital only

BAROLE

INJECTION

There are no adequate and well-controlled studies in pregnant women. Because animal reproduction studies are not always predictive of
human response, this drug should be used during pregnancy only if clearly needed.
UseinLactation

ydrug ted inmilk, caution should b
Pediatric use

he safety di b
Geriatric use

N g or dultsand
ADVERSEREACTIONS

Pain, pharyngms flatulence, infection, constipation, headache, abdomlnalpaln diarrhea, dry mouth, dizziness, peripheral edema, hepatic
Y , hepatitis, hepati myalgia, and arth

OVERDOSAGE

There has been no experience with Iarge overduses of rabeprazole. No specific antidote for rabeprazole is known Rabeprazole is
boundandis not - Inth treatment:

STORAGE

+ Store below 30°C in a dry place
« Protect from light and moisture
« Keep out of reach of children.

SHELF LIFE
24 Months
PRESENTATION
i Injection i ilable 5ml20 mm Flint Tubular Type | vial containing Rabeprazole Sodium 20mg.
@ We care
Manufactured for :

MEGA LIFESCIENCES Public Company Limited
Samutprakam, Thailand.

Manufactured by :
NAPROD LIFE SCIENCES PVT. LTD.
Plot No. G-17/1, M.LD.C., Tarapur, Boisar, Thane 401506, Maharashtra state, India.

Rabeprazole Sodium for Injection 20 mg

COMPOSITION
Each vial contains:
Rabeprazole Sodium.
Excipients...

20mg
qs.

DESCRIPTION

The active ingredient in for Injection is sodium, a

Rabeprazole sodium is known chemically as 2-[[[4-(: 3-methyl-2-pyridir 1H odium
salt. It has an empirical formula of C.,H,,N.NaO,S and a molecular weight of 381.43. Rabeprazole sodium is a white to slightly yellowish-
white solid. Itis very soluble in water and methanol, freely soluble in ethanol, chloroform and ethyl acetate and insoluble in ether and n-
hexane. The stability of rabeprazole sodium is a function of pH; it is rapidly degraded in acid media, and is more stable under alkaline

conditions. The structural formula is:
O H.C Oo— CH /0— CH,
N>— on—d,

INACTIVE INGREDIENTS N
Mannitol, Sodium carbonate, Sodium hydroxide and Water for Injection.

that inhibits gaslnc acid secretion.

AVAILABLE FORM
levell
paleyell

CLINICALPHARMACOLOGY

Mechanism of Action

PHARMACODYNAMICS

Rabeprazole belongs to a class of ant i ton-pump inhibitors) that do not exhibit
anticholinergic or histamine H2-receptor antagonist properties, but suppress gastric acid secrenon byinhibiting the gastric H+/K+ ATPase
atthe secrelory surface of the gas(nc pane(al cell. Because lhls enzyme is regarded as the acid (prolon) pump Wllhln the pane(al cell,

P

In gastric pane(al oells is and is to an active
1234 sulfenamide. Rabeprazole is chemically activated a| pH 1.2 with a half-life of 78 seconds. It inhibits
halfl
» les with
Antisecretory. Avmvny
The ann secrelory effect begins within one hour after oral admnmstra(lon of 20 mg rabeprazole. The

24hour is 88% of maximal after the first dose.
Rabeprazole 20 mg inhibits basal and peptone meal-stimulated acid secretion, and increases the pH

Manufactured for :

71.75 mm

Front - 180 x 120mm



>3 peroenl of a 24- hour pencd Thls relatwely prolongs pharmacodynamic action compared to the short pharmacokinetic half-life (1
ours) fthe H+/K+ ATPase.

Effects on Esophageal Acid Exposure

Rabeprazole 20 mg per day decreases 24-hour oesophageal acid exposure in condition of gaslroesophageal reflux dlsease (GERD) and
moderate to ol . id pH can b ificantand after one day

Rabeprazole 20 mg and 40 mg per day, have significant effects on gastric and esophageal pH after one day of treatment, and more
pronounced after seven days of treatment.

Effects on Serum Gastrin

Rabeprazole for up to eight weeks to treat ulcerative or erosive esophagitis and for up to 52 weeks to prevent recurrence of disease,
increases median fasting gastrin level in a dose related manner. Poor metabolizers can develop significantly higher serum gastrin

Effects on Enterochromaffin-like (ECL) Cells

Increased serum gastrin secondary to antisecretory agents can stimulate proliferation of gastric ECL cells which, over time, may result in
ECLcellhyperplasia.

Rabeprazole (10 or 20 mg/day) for up (oone year, can d p the inci fECL i d with t d dose, whichis
consistentwith the he prot ibi

Endocrine Effects

=y e

Other Effects
No systemic effects and da(a is reported on the central nervous, lymphoid,
systems. No dat: g with d effects.

renal, hepatic, or respiratory

PHARMACOKINETICS
After oral admi ion of 20 mg peak plasma (C,. ) of ur over a range of 2.0t 5 0 hours
(T, The rabeprazole C,,,, and AUC are linear over an oral dose range of 10 mg to 40 mg. There is no when

hoi fly unable to take oral

tive duodenal ulcer with bleed .

. Acti e Ulcer with bleedi :

. Short ferosi i reflux di (GERD)
. Prevenllon of acid- asp\rallon

anyreason.

: Pathologlcal hypersecretorycondnwns |nclud|nch|||nger -Ellison syndrome.

POSDLOGYAND METHOD OF ADMINISTRATION
i n only in cases where the oral administration is not indicated. As soon as an oral therapy is

p by

f th \tent of one vial (. daily.

P: inistration other th arenot

Injection: The tentofthe vial needs to b vith 5 ml sterile water for injection, I jiven slowly over 5-15 min.
Infusion: Forintravenous infusion the reconstituted solution should be further diluted and administered as short-term infusion over 15-30

Compallhlllly with various L.V. fluids

Injection i ible with sterile water forinjection and 0.9
No other solvent or infusion fluid must be used for administration of Rabeprazole for Injecuon
Reconstitution
To reconstitute add 5 ml of sterile water for injection to make a solution. After preparation, the reconstituted solution must be used within 4
hours and the unused portion discarded. As with all parenteral admixtures, the reconstituted or further diluted solution should be examined
for change in colour, precipitation, haziness or leakage. The unused portion should be discarded.

CONTRAINDICATIONS

doses of 10 mg to 40 mg are administered every 24 hours; the pharmacokinetics of rabeprazole is not altered by multiple dosing. The
plasma half-life ranges from 1to 2 hours.

Absorptlon and dislnbutlon

Absolut of for Injectionis 100%. i5.96.3% b

Metabolism

Rabeprazole is extensively metabolized. The thioether and sulphone are the pnmary metabolites measured in human plasma. These
metabolites were not observed to have significant activity. in the liver primarily by cytochromes
P450 3A(CYP3A) to a sulphone metaboll(e and cytochrome P450 2(:19 (CYP2C19) 10 desmethyl rabeprazole The thioether metabolite is
formed by ism is slow in poor

Elimination

Followmg a smgle g oral d 0% ofthe drug i dinthe urine, prlmarllyaslhloelher carboxyllc

is in patients with known itivi i imi ortoany
the formulation.

WARNINGS & PRECAUTIONS

Bone Fracture

Proton pump inhibitor (PPI) therapy may be associated with an increased risk for osteoporosis-related fractures of the hip, wrist, or spine.

The risk of fracture is increased in patients who received high dose, defined as multiple daily doses, and long-term PPI therapy (a year or

longer).

Patients should use the lowest dose and shonest durallon of PPI therapy appropriate to the condition being treated. Patients at risk for
treatment guidelines.

DRUG INTERACTIONS

acid; i and pturic aci lites. The remainder of the dose is recovered in the feces. N
recoveredin the urine or feces.

SPECIALPOPULATIONS

Geriatric: After oral admlnlstranon of rabeprazole 20 mg once da\ly for seven days, AUC values apprexnmately gets doubled and the C,,,,
60%. ly

Pediatric: Th under the age of

Gender and Race: No significant differences between male and female subjects with respect to analysis adjusted for body mass and

height.

Y450

is th

P450 (CYP450) drug does not have clinically
slgmf icant |nleractlons with other drugs melabollzed by lhe CYP450 syslem such as warfann and lheophyllme glven as single oral doses,

p g gl
d i i h the rted

veauy

Warfarin

There have been reports of |ncreased INR and prothrombin time in patients receiving prolon pump |nh\b|lors |ndud|ng rabeprazole, and
intime may lead

Cyclosponne

N i i i ftera single 20 mg oral di
Hepatic Impairment: In chronlc mild to moderate compensated cirrhosis of the liver administered 20 mg dose of rabeprazole, shows
doubled AUC,.., 2- to 3- fold higher elimination half-life, and decreased (otal body clearance up to halfcompared to values in healthy men.
For multiple dose administration in mild to moderate hepatic i once daily for eight days,
shows increased values approximately by 20% of AUC,.. and C,,,.. Noi ion exists on disposition in patients with severe
hepaticimpairment.

INDICATIONS
Injection is an alternative in patients for oral administrati is notindicated.
Injectionisindicated i

1. Sequential-therapy (step-up) fr

e.g.apatient

with an IC 50 of 62 in human liver thatis over 50
times higher man |he Cm,,m healthy volumeers following 14 days of dosing with 20 mg of rabeprazole This. degree ofinhibition is similar to
thal by

Raheprazole produces sustained |nh|bmun of gastric acid secretion. An interaction with compounds whlch are dependent on gastric pH for
absorption may occur due to the magnitude of acid ion observed with C of and antacids
produced no relevant changes in plasma rabeprazole concentrations. Concomitant use of atazanavir and proton pump inhibitors is not
recommended. Coadministration of atazanavir with proton pump inhibitors is expected to substantially decrease atazanavir plasma

Drugs metabolized by CYP2C19
Interactions of rabeprazole sodium with other drugs metabolized by CYP2C19 in extensive metabolizers and poor metabolizers is not
reported.

Back - 180 x 120mm




