itéKine
Itopride Hydrochloride INN

COMPOSITION
itokine Tablet: Each film coated tablet contains
Itopride Hydrochloride INN 50 mg.

PHARMACOLOGY

ltopride Hydrochloride is a potent dopamine-2
antagonist and an acetylcholine esterase inhibitor.
It increases acetylcholine concentrations by
inhibiting ~ dopamine D2  receptors  and
acetylcholinesterase. Higher acetylcholine
increases Gl peristalsis, increases the lower
esophageal sphincter pressure, stimulates gastric
motility, —accelerates gastric emptying, and
improves gastro-duodenal coordination.

INDICATION

Gastrointestinal symptoms in chronic gastritis
(feeling of an enlarged abdomen, upper abdominal
pain, anorexia, heartburn, nausea and vomiting)

DOSAGE AND ADMINISTRATION

The usual adult dose for oral use is 50 mg of
ltopride Hydrochloride administered orally three
times daily. The dose may be reduced according to
the patient’'s age and symptoms.

METHOD OF ADMINISTRATION
ltopride Hydrochloride should be taken before
meals.

CONTRAINDICATION
ltopride  Hydrochloride is contraindicated in
patients with hypersensitivity to itopride or any
excipient of the product.

WARNING AND PRECAUTION

This drug should be used with caution since it
enhances the action of acetylcholine. This drug
should not be consumed continuously for an
extended period when no improvement of
gastrointestinal symptoms is observed.

SIDE EFFECT
Following side effects have been reported with the
use of Itopride Hydrochloride: Rash, giddiness,

exhaustion, back or chest pain, increased
salivation,  constipation, headache, sleeping
disorders, dizziness, galactorrhea, and

gynecomastia.

USE IN PREGNANCY AND LACTATION
Pregnancy: Itopride Hydrochloride should be used
in pregnant women or women having possibilities
of being pregnant only if the expected therapeutic
benefit is thought to outweigh any possible risk.
Breastfeeding: It is advisable to avoid the
administration of Itopride Hydrochloride to nursing
mothers. However, when the administration is
indispensable, nursing should be discontinued.

USE IN THE ELDERLY

Since the elderly often have a physiological hypo
function, they are prone to adverse reactions and
should thus be closely monitored. If adverse
reactions are evident, appropriate measures such
as reduction or cessation of the drug should be

Svervest

implemented.

USE IN PEDIATRIC POPULATION

The safety and efficacy of Itopride Hydrochloride in
children and adolescents have not been
established. Therefore, the administration of
ltopride Hydrochloride is not recommended in
children and adolescents below 16 years of age.

USE IN SPECIAL POPULATION

Shock and anaphylactoid reactions

Shock and anaphylactoid reactions may occur, and
close observation should be made. If hypotension,
dyspnoea, larynx edema, urticaria, pallor and
diaphoresis etc. occur, the drug should be
discontinued and appropriate measures
implemented.

Hepatic function disorder and Jaundice

Hepatic function disorder and jaundice with
increased AST(GOT), ALT(GPT) and g-GTP etc.,
may occur, and close observation should be made.
If abnormalities occur, the drug should be
discontinued and  appropriate  therapeutic
measures implemented.

DRUG INTERACTION

ltopride Hydrochloride should be administered with
care when co-administered with the following
drugs:

MECHANISM &
DRUGS SIGNS | pisK FACTORS
Anticholinergic| There is a Gastrointestinal
Drugs possibility of motility
Tiquizium reducing the inhibitory
bromide, activity of action of
scopolamine | ltopride Anticholinergic
butyl bromide, |Hydrochloride |pharmacologic
timepidium which activates |ally decreases
bromide, etc. |gastrointestinal |the activity of
motility the drug.
(cholinergic
action).
OVERDOSE

In case of excessive overdose. the usual measures
of gastric lavage and symptomatic therapy should

be applied.

STORAGE

Store below 30°C, in a cool and dry place. Keep
away from light. Keep all the medicine out of the
reach of children.

HOW SUPPLIED
itokine Tablet: Each box contains 6x 15 tablets in
Alu-Alu Blister pack.

Manufactured by

Everest Pharmaceuticals Ltd.
BSCIC I/A, Kanchpur, Narayanganj, Bangladesh

1902000147



FZBIRT FRGFARE FRATAT

BAmI
IERRT BIRen: el ey @be iReEd wite
WEEILRT PIENFRIZT AZGTAT ¢o Fral. |

TS

TEEIRT TIEFET G AfEEE  renfE-3
GBPIfRE @R 4F6 FBREEIET qEbEe EAR<6T |
aft @i o ferea e ufbBRAFRICEEeTE
A I T ARG IRE g i qrer | Sk
B IEACHIET ARGT ZN09612T (ARPGEEPT e e,
o A Prebe v 3fe 3w, wifes anfofafees
Tafre a3, MG «=ibe: zeas gaifTe s@ @i
AT reaET w7 BFe 4 |

ot

AR RBIRBET WIEBIRAGIBIRAT S (15 Fro
I T SR TGS, TARR (PTG IR, SR,
TG, I AT ©iw W3 Af)

AT 8 CRARE

AAITFCE G AOE  GIRE (el eo  fal,
RGBT REFETT W fomae oz Fwe 2@ |
@I T @ T SRR (SIS AT (AT A |

AR
WREILRT FIENFRIZT ARIEE N 429 IS A |

eifsfRreaT

e oweg afe fmtre:

TFEARE ZR@IFRILT AT 97 (& GH ARG 2fs
S AT I |

TEF! 8 YO

@3 oS TeFoR MY AT T4 B TR @it
Sy ReIfeTEa ST AT | T4
ARG IZGB12A1E eTForefe @ Safe sifqefes a1 =7
©4 Gg4fl WIS A NS Ty ARG A Tow 7 |

Arfefefear

wRGEET WEEFEE g M [FEke
el e 2wz T, T e, Fif, Py
T ICE 92, AT I, @O, TG, o i,
R AT, ATICEIRET @92 NRCCEEET |

TSRGA GR GHATIICT

TR wyaa 3fir erevifie (Rifeow At i swray
T BT @ T T A T GG FICRCE TSZT
AZEIERT FT@PIALE 22 T4 @S N |
BRI BHATPIE NGB IEIFARE AT
T AL AFA, AT FAC NLEIRT ZRWIFAILE 47T
A AR T EICwE S 9 04T Bfpe |

TAER O KA

TS (ARG FFWE CFea g =g IR0 e
A, ©iF o S efsfamny Hfers AT aag =R
e [ARgeE o/ s Sfhe | W wmeifie
effsfamar ofet erors 27, SRTe SqAAZM A IF FA TS
ToigE BT e w4 Tve |

Svervest

Prerrs v IR

e R feTiRHE (R SIZHIEIET  QREIEHIEG
Rl e TSRS @ie 1w Fefefe w71 ©iF v
T I WF e gR [FeImE oF@ 3R
TREFAIZT Fwre 73 |

RoE wedia oo T9TR

*T R SIS AfSfemr:

T G2 SNIRFEFsEe afsfar 9o A, «3g Fie
OId A w4 Sfbw | =ReAGT, feeeiferar, wifaet
3T, wfsenfaa, oo a3 SEEREET Tes @rer
e, egefs % T2 Sfow «az TR R ewder w4
fow |

BT TR fETerer a3 o

@ wiom feraer g aans (Rref), @@t
(f&fife) @3k f&-fafis geonf 3iaa At wfes zte =it
3 TRTSIE e T Bfow | AT o7 e,
gg4fl TF a1 Tfow Wz Tore caifrefbe T et
41 Bfow |

o e e et
fafie equa@ e NIGIART IIWIFEITE A=ET
O TR Qe Bfvws

TRIfE @ g
S AN b R Rl
wiifStafemfes | NEEeRe q
QWRE, G ZIT T | ATRBIZNCEIBIZAT
CFIATAIT TR AR A | (b ARGk
REHE @INIRT, | ARG IRACGIBIRAT | ST
[ENIEICIE aifAerer TG
QmiRE Tepfn | | (@ifmiEs I ST
oI e | FEFIReE R
FE | Bzcll
wfeT@r
fefie T@ifis oF@ | BT Mires «Jg AR
(@RI TSI FT AT FACS T(A |
IR

©o° FFBEIT SINI@IR 5, SISl 6 W BT Aol T |
A (AE IR AT | T e fRemE a3

AL |

TR

mwmmmwwmm

ux 3¢ 5 BIRTEs |

AZOFEF
eI Tt wEr Fce

T foig eI, SI6oJ, FRRerTe, AR




