CPRISET R0

@felreE EfeR SRaaas

ToAmIe ¢ &fSs BT @FET HIRETE WE @Reler Eeas szaqad o 3. at. |

FPETET § @ReeE @B A 26T @A @6 aIFPEPIES ¢y | @ReeE gt
efsgfre @AEReTas aom 3¢ a1 MGE WRIRGF (FIEd R@ee A5
G GRETEEE FOo (I @b AP P Afbe) & I fea witge «ofre
feTaet elfeqmaor 92 F0a | GUER (FIHT HIRT G AFEACS 3 SoT[@r T GR
2T[ T W@R pka G G O FRETOT eWH I | 32 FTE fgmmaeed SEeeiea 4o qrer
e 2ite | @R wre Reedife 20 «d > TT INER M4 ATEIes 329 $AfERs wAnean a9 |
@REeET b0 % RS e teifbes e s 20 A0S | [0 R 77 &1’ 50% 874
TaF-93 A e = | SRR 89y W7 e gt = |

Ao

. foereaE SEPTR «R 2CEIFTS GF TFFE ST @y |

« MPTGRETCH R g fofeme @ Soptf e e e STeme 2edd 2 @ fAoifs |
. SreIfy GE Wbte feme wfre sfbers! @ ceifere™ e By wee Fs |

- RETERIF0 AR A SRR ¢ «rifatiETTg e frafe |

T8 CRARIE 3

TIPS SN SEPETS PTG EEweme ey ot v aie w@ma ¢wg 20 fi. 4.
BIRICEE &lfs T @G 0 8- b AR 745 | b TeZ Biweema Soprf emifire w1 2t wncar wfofre
b TeE e fare =1 |

FOSTTART SEPTR NCe: &Y IUHAR (Fd 20 . ar. TR’ afsfim «afs 3 8 7= «fs |
@RR BT @R % I S O 70 IR | g A @il R sifefie fofeeeTa evares
T A |

TR N2 Gl (GGG AT 73

@fete=t eTfea 30 f.ar. effsfir & I 7 4 o
arfEfifER Sooo fir. ar. | efsfirm & a0 w07 a oy
FifarRfE oo fi. ar. efefve 2 [ 37 a o

Toirare foafs @xy afSfim I RIER I8 AR ¢ THR ARG - GFAR I Tt
&I (4TS TCF | @AM &g i =1 o e oot s =@ |

Sofifie WG e fNeme wfve canfarers aemre g @3 Bfeer: @Reres Enfeam a
ERE @fTe e TR Bor 9T 03 oy 20e ANd | elle REWE (FE ot s ar
Yo i, ar, FRrTe 22w F90 T | @A STaIeT SERIET ERawE! 7 F90e 209 a3 e
T TR TGS A1 1A e G FAce T4 | g [y @ra ¢F@ [ow T@w o/ FEee
TS AR | (@R afepe g v e @fares enfean s w3 +16e frafirs ere Far
@S A |

efsFoimr 3 @fReres, afsgifre @rfEiere ar @3 a8fes @ @ Same afs sfe
LAV @R (A G2 [ BoS 77 |

ASFST R AT § S5 8 NI TS TP GfeTo @M (e (@ <elTewT @i ez
0T, FFF A @R FRPITST G2 75 @R el A2 @S #I1ed | SN Fror 7p1 wfvrs
PR CFE oo A (T 0O (A |

Arfafser s

) A W ENea fog (6 cwug TRy, TR, A Aer, @i 4,
THTEICER GFST, Tl I T SN AN, TRACEHNF 7207, T gOR R RfeT s zrs =1 |
<) 457 ¢ [T (o <14l STamaar STty 2007 (oI5 20T, *FCEH 3T, ¢o15 790, 7, o ey
I (I (@O AN |

TSGR IR BRIFBIC PRI § (29T FTBII 57 | ST M (0 ARIE (ST (I
27 AN IR | @REEE 47 @@ TR ZER (SN TSR G I Tow | @fRereEt
rgeeh TR (A 2 “Aeal IR | Wewd Soifel $o@ fen wea oqufba Tae @
e w1 Bty fafsq Frame e =@ |

TR T I 8

3 QTP 33 T2

S¢ e e faes: ¢ . & fea > I, 2ATed so . aff. #1e Ifa T @S #i1d |
S¢ & eTT g so . &, oty » I9, 32 AR 7w |

32 977 97 93 @1 20 f. & ot S I9, A b ARNE A |

7 BRI ¢

F) SRR AT GRS ARTS 7 TSRS AT GHTIFIRES =¥ | @fRelesT 20 f.
T, Tt 8 I R I3 A G ICIIEET G2 FAET, ORISR @9 AT
©0% FACS 2T G TTHET @7 (AUC) 8 (Cmax) TG 0 % € 35 % 2 ATGTS A |

<) <A @ SICTR AL (RS SR G AL Q2 41 Tfow 7%, A= T (A5 A
3R & A alfsfamar aifeea firs = |

TR 3 Efeer Nafofie Faz™ @M Oy Answ IR | @fererwT w @w [mE «fbren
difes =l | @fiees sife @R @bt At S 20 A @9 T=0S CEEReE &7 7 |
Tafefie AR (FE AR TopT eHmTEtTe HieeT eme Fare 701 |

AT 3 00° (1. SIAN@R ATH, ST (AT I S GF G YT | RRTwa Toera) A12ed A |

FRRAIR 3 AfSTS AT AT ¢ x SofF FIRwEE S-S B[ 75 |

LESIER
S-S FPTE BT ffise
R fefexm

AL-MADINA B3I, alif&[a, qreamem |

(1) sT-47d

Gastrazole 20

Rabeprazole Sodium INN

Composition: Gastrazole 20 Tablet: Each enteric coated tablet contains Rabeprazole
Sodium INN 20 mg.

Pharmacology: Rabeprazole sodium is an antiulcer drug in the class of proton pump
inhibitors. Rabeprazole Sodium is a substituted benzimidazole which suppresses gastric
acid secretion by inhibiting the gastric H+/ K+- ATPase enzyme at the secretory surface of
the gastric parietal cell. It is an enteric coated tablet, because of its coated formulation, it
is highly stable in stomach and because of higher pka value of Rabeprazole Sodium it
provides faster onset of action. It blocks the final step of gastric acid secretion. Rabepra-
zole is absorbed and can be detected in plasma by 1 hour. Rabeprazole is 96.3% bound to
human plasma proteins. Approximately 90% of the drugs is eliminated in the urine. The
remainder of the dose is recovered in the faeces.

Indication:

« Short-term treatment in healing and symptomatic relief of duodenal ulcers and erosive.

« Maintaining healing and reducing relapse rates of heartburn symptoms in patients with GERD.

« Long-term treatment of pathological hyper secretory conditions, including Zollinger-
Ellison Syndrome.

« In combination with Amoxicillin and Clarithromycin indicated to eradicate Helicobacter pylori.

Dose and Administration:

« Healing of Erosive or Ulcerative Gastro Esophageal Reflux Disease (GERD): 20 mg to be
taken once daily for 4 to 8 weeks. For those patients who have not healed after 8 weeks
of treatment, an additional 8 week course may be considered.

+ Healing of Duodenal Ulcers: The recommended adult oral dose is 20 mg once daily for
a period up to 4 weeks. Most patients with duodenal ulcer heal within 4 weeks. A few
patients may require additional therapy to achieve healing.

+ Helicobacter pylori Eradication to Reduce the risk of Duodenal Ulcer recurrence:

Rabeprazole Sodium 20 mg Twice Daily for 7 Days
Amoxicillin 1000 mg Twice Daily for 7 Days
Clarithromycin 500 mg Twice Daily for 7 Days

All three medications should be taken twice daily with the morning and evening meals. It

is important that patients comply with the full 7-day regimen.

- Treatment of Pathological hyper secretory conditions including Zollinger-Ellison
Syndrome: The dosage of Rabeprazole Sodium in patients with pathologic hyper
secretory conditions varies with the individual patient. The recommended adult oral
starting dose is 60 mg once a day. Doses should be adjusted according to individual
patient needs and should continue for as long as clinically indicated. Some patients
may require divided doses. Doses up to 100 mg QD and 60 mg BID have been adminis-
tered. Some patients with Zollinger-Ellision syndrome have been treated continuously
with Rabeprazole Sodium for up to one year.

Contraindication: Rabeprazole Sodium is contraindicated in patient with known
hypersensitivity to Rabeprazole, substituted benzimidazoles or to any component in the
product.

Warning & Precaution: Administration of Rabeprazole Sodium to patients with mild to
moderate liver impairment resulted in increased exposure and decreased elimination.
Caution should be exercised in patients with severe hepatic impairment.

Side-effects:

a) Common: Rabeprazole Sodium may sometimes cause headache, diarrhoea, abdominal
pain, vomiting, constipation, dry mouth, increased or decreased appetite, muscle pain,
drowsiness and dizziness.

b) Rare: The less common adverse effects are abdominal pain, asthenia, flatulence, rash,
dry mouth etc.

Use in Pregnancy and Lactation: Rabeprazole is FDA Pregnancy Category C. No data is
available on administration of Rabeprazole to pregnant women. However this drug
should be used during pregnancy, only if clearly needed. There are no data on the
excretion of Rabeprazole into the breast milk. A decision should be made whether to
discontinue nursing or to discontinue the drug, taking into account the benefit of the
drug to the mother.

Use in children & adolescents:

For 1to 11 years:

Less than 15 kg: 5 mg orally once a day, with the option to increase to 10 mg if inadequate
response.15 kg or more: 10 mg orally once a day Up to 12 weeks.

For 12 years or older: 20 mg orally once a day Up to 8 weeks.

Drug Interaction:

a) With medicine: Rabeprazole is metabolized mainly non enzymatic pathway. In normal
subjects, co-administration of Rabeprazole 20 mg QD resulted in an approximately 30%
decrease in the bioavailability of Ketoconazole and increase in the AUC and Cmax for
digoxin of 90% and 29% respectively.

b) With Food and others: Rabeprazole should not take with alcohol, it can upset stomach
and cause an increase in the side effects of medication.

Overdose: There has been no experience with large overdoses with Rabeprazole. No
specific antidote for Rabeprazole is known. Rabeprazole is extensively protein bound and
is not readily dialyzable. In the event of over dosage, treatment should be symptomatic
and supportive.

Storage: Store below 30°c, protected from light and moisture. Keep all medicines out of
the reach of the children.

Packaging: Each box contains 5 x 10’s tablets in Alu-Alu blister pack.

Manufactured by:
Al-Madina Pharmaceuticals Ltd.
Human Division

AL-MADINA Tongi, Gazipur, Bangladesh
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