AIMRAB (Rabeprazole Sodium)

Enteric Coated Tablets

COMPOSITION

Alrvad 10 mg talders Each enteric (oetad tabist contans Ratep-arote 10 g

Apmrab 20 my tadiets Each entanc coated tatle! cordaing Rabeprarols 20 mg

DESRIPTION

The actve ingredent aortamed 5 Aryvad tatdels s rabeprazole sodurm. abech 13 2 S bt heargrsiartie ®af 1 ooy
gattne acd secretion

PHARMACODYNAMICS

Mechanism of Action .

Radepraroie belongs 0 a dass of a~v-sacrstory corpounds (substuted benzretazcie profon oermp rfdbdors ) '~¢
suppress gastic a0 sacrehion by mPubiting the gastric Ha K ATPase at the secrefory surface of $a gacte carets o

. Bacause this entym™e & regarded 38 the acd (DFolon ) pump withm the panety cef rebecrarcie has been sFaracier rad
s-mmmwmnwmdmwm rebegrazoie s profo-ate
accumuistes, and is transformed 1o an actve sufonamide

Anti-secretory Activity »

The abb-secretory eFect begns within one hour afler oral adminestration of Asmrab I paluects wih gastroesophages
refiux desease (GERD) and moderate to severe esophageal acid exposurs Armrab 20 mg and 40 mg per doy deagreases
24-hour esophageal acd exposure

PHARMACOXINETICS

Aimrab tablets are coated to aflow rabeprazo’e sodum whch 1s acd labde, o pass rough e stomach matvely riact
ARer oral administration of 2C mg Aimrab, peak pasma cancentratons (C ) of rebepracoe ccowrover arang of 20 %550
hours (T ) The rabeprazole C  and AUC 2are finear over an oral dose range of 10mg o 40mg Thers s no aporacabie

accumulation when doses of 10mg to 40 mg are adminsstered every 24 hours the phamactoknetcs of rabsprazoie are not
alterec by muftiple dosing The plasma ha¥ife rangas from 1 to 2 hours

Absorption

Absolute bicavailabiity for a 20 mg oral tadlet of Aimrab (compared o nfravenous admwustration) s approxmately 52%
Rabewazdemybeﬁmm&nﬂmgsﬂsbnadm

Rd:eprlzoielsQGBXbou\dbhmplasmapmnns -

WsemmmmmnummManm
These metabotites were not observed to have signdicant ant-secretory activity in vitro studies have demonstrated that
_rabeprazoie is metabolized in the liver primaniy by cytochrome P450 3A (CYP3A) to a suiphone metaboiite and
cytochrome P450 2C19 (CYP2C19) to desmethyl rabeprazo The thicether metabclite is formed nonenzymatcally by
reduction of rabeprazole.

Elimination

Foliowing a singie 20 mg oral dose of rabeprazole, approximately 80% of the drug was eliminated in the unine. pamarly

as thioether carbaxylic acid, its giucoronide, and mercapturicaud metaboltes the remander of the dose was recovered n

the feces. Nou‘maoadmamlewasm'ednihemufoms

INDICATIONS AND USAGE

Healing of Erosive or Ulcerative Gastroesophageal Reflux Disease (GERD

Aimrab is indicated for short-term (4 to 8 weeks) treatment in the healing and symptomatic relef of erosive or uicerative
refulxmase(GERD) For those patients who have not healed after 8 weeks of treatment an

additional 8-week course of may be considered.

"~ Maintenance of Healing of or uicerative

Gastroesophageal Reflux Disease (GERD)

MBMWMWNMnmdeanmm

or uicerative gastrocesophageal refiux disease (GERD Maintenance)

Treatment of Symptomatic Gastroesphageal Reflux Disease (GERD)

Aimrab is indicated for the treatment of daytime and night time heartbumn and other symptoms associated with GERD

Healing of Duodenal Ulcers

Aimrab is indicated for short-term (up to four weeks) treatment in the healing and symptomatic relief of cuodenal ulcers.

Most patients heal with in four weeks. .

Helicobacter pylori Eradication to Reduce the Risk of Duodenal Ulcer Recurrence

Rabeprazole in combination with amox:cillin and cianithromycin as a three drug regimen, is indicateq for the treatment of

patents with H pylori infection and duodenal ulcer disease (active or history within the past 5 years) to eradicate H pylor

Eradication of H pylori has been shown to reduce the risk of duodenal ulcer recurrence. In patients who fal therapy

susceptibility testing should be done. If resistance to clanthromyain s demonstrated or susceptibility testing is not possible

altemative antimicrobial therapy should be insututed.

Treatment of Pathological Hypersecretory Conditions, including Zollinger-Ellison Syndrome

Aimrab is indicated for the long-term treatment of pathological hypersecretory conditions, inciuding Zolunger-Efison

syndrome. p

DOSAE AND ADMINIS TRATION

Healing of Erosive or Ulcerative Gastroesophageal Reflux Disease (GERD )

The recommend adult oral dose is one Aimrab 20 mg tablet to be taken once daily for four to eight weeks For those

patients who have not healed after 8 weeks of treatment, an additional 8-week course of Aimrab may be considerad.

Masintenance of Healing of Erosive or Ulcerative

Gastroesophageal Reflux Disease (GERD Maintenance)

The recommended aduit oral dose is one Aimrab 20 mg tabiel 10 be taken once daly.

Treatment of Symptomatic gastroesophageal Reflux Disease (GERD)

The recommended adult oral dose is one Aimrab 20 mg tablet ta be taken once daily for 4 wooks if symptoms do not

resolve completely after 4 weeks, an additional course of treatment may be considered
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Healing of dundenal Ulcere

The recommaended & sdull orsl doss is ang sty 71 trg bablet W bs el tres Gaby #iat B vrpar s st by 3 ares
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Thres Drug Pegimen a

Mimrab 20 mg twics Daily for 7 days -

Amaxiclin 1000mg Twics Daly for 7 Days

Ml three medications should be taken buios dalty with the Merreng 504 ereneg rrasis
nhmonnd:mpwmnwmwmm7my:w. p

Treatment athological story Conditions Including Zetlinger £fisnn Syrdeorns

The dosage of Aimrab in patients with pathaloge hyparseorsiony ordtnns yeres W, ©s oo ic 4 yaert Tra
recommended adult oral starting doss 18 60 my once 3 day Dosss st te 20594 Y Tl id 2 pierts rasds od
should continus for as long as dlinically indicated Sorme patiants rray renire drided dones Uusss g ' oy L =4
60 mg BID have been administered Some patents with Zoffinge £laon sprisorme o baar taziard wrtoiums sy we
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patients with mild 1o moderate hepatic impairment Aderinistration of (zbegrzzoie o patiarts W ~ad o oz 2 b
impairment resulted in increased exposurs and decreased elimination Due o e 2ok of Cirucd 4202 on taterazoe
pationts with severe hepatic impairment caution should be exercsed in thoss paferts
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CONTRAINDICATIONS

Rabeprazole is contraindicated in patients with knowm hypersensithity \o retbeprzzoie skabtsed berZrmczzdes o 'c
any component of the formulation

ADVERSE REACTIONS

in general rabeprazole treatment has been well tolerated in both ghort-term znd long ‘erm tizis i short 2rd ong ter
studies, the following advarse events have been reported in Aimrzb rezted pafients nezdache darfoez wring
mswmwmmummammmmmm
paresthesia and maisise

Pregnancy

Pregnancy Category B
WemmW“wManmm%&mmmwmmni

clearly needed.

Nursing Mothers
&mmydmsmexa&dmmmmmmdmmﬁhmmbmmw
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of the drug to the miother.

Pediatric use

mmmwmdrmnmmmmmmm

- WARNINGS AND PRECAUTIONS .

Drug Interections
RebmawennmmwmmPAw(mP&)mmmmﬂmmmu
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Renal impairment
mmwmmmmmmmmanmamkdwm-mnmm
severe renal insufficiency (serum creatinine more than 6 mg/100mL. i.e. more than 0.6 mmolL) the dosing Frequency
sMuldbeanaeddepeMmgmmesevernydmpammmdoserayneednbemmPaaemsmprwigao
therapy shouid be reviewed reguiariy.

Hepatic impairment

No dosage adjustment is necessary in patients with mid to moderate hepatic impairment Adminstraton of rabeprazcie ©
patients with mild fo moderate liver impairment resulted in increased exposure and decreased elminaton Due D ™e laX
olcbmcaldataonrabeprazolempabentswﬁrsemhepabcm caution shou'd be exercised in hoss parents.

Since many drugs are excreted in milk, cauhmshmldbeexermedwhenhsaugslecamm
Paediatric use
Tmm«ymmcomdmbepmmnmnpmsmunagemsmmwm
There has been no experiencg with large overdoses of rabeprazole No specific antidote for rabeprazole s Known
Rmmhomwmmmmsmmmummcmdmwmu
symptomatic and supportive

STORAGE . .

Store at room temperature. .

Protect from light
Manufactured By:

Aims Pharmaceuticals
Plot # 291, Industrial Triangle, Kahuta Road,

oFems Islamabad-Pakistan
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