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PRESENTATION
Peritop Tablet : Each film coated tablet contains Itopride 
Hydrochloride INN 50 mg.
DESCRIPTION
Peritop is a prokinetic benzamide derivative. It inhibits 
dopamine and have a gastrokinetic effect. Chemically, Itopride 
Hydrochloride is N-[4-[2-(Dimethylamino) ethoxy]benzyl]-3, 4- 
dimethoxybenzamide monohydrochloride. Its molecular formula 
is C20H26N2O4.HCl and the structural formula is:

MECHANISM OF ACTION
Itopride Hydrochloride increases the release of acetylcholine 
through dopamine D2-receptor antagonistic activity and inhibit s 
decomposing released acetylcholine through its acetylcholine 
esterase (AChE) inhibitory action, resulting in enhancement of 
gastrointestinal activity. Higher acetylcholine increases GI 
peristalsis, increases the lower oesophageal sphincter 
pressure, stimulates gastric motility, accelerates gastric 
emptying and improves gastro-duodenal coordination.
PHARMACOKINETICS
Absorption
Itopride Hydrochloride is rapidly and almost completely 
absorbed from the gastrointestinal tract. Relative bioavailability 
is calculated to be 60% due to liver first pass metabolism. Peak 
plasma levels (Cmax 0.28 g/mL) are reached after 0.5-0.75 hr 
after 50mg of Itopride Hydrochloride. Following multiple oral 
doses ranging from 50-200 mg 3 times daily, Itopride 
Hydrochloride and its metabolites showed linear 
pharmacokinetics over a treatment period of 7 days, with 
minimal accumulation.
Distribution
Approximately 96% of Itopride Hydrochloride is bound to 
plasma proteins. Albumin accounts for most of the binding. 
α-1-acid glycoprotein accounts for <15% of binding.
Metabolism
Itopride Hydrochloride undergoes extensive hepatic metabolism 
in humans. Three metabolites have been identified, of which 
only one exerts minor activity without pharmacological 
relevance (approximately 2-3% of that of Itopride 
Hydrochloride). The primary metabolite in humans is the 
N-oxide generated by oxidation of the tertiary amine N-dimethyl 
group. Itopride Hydrochloride is metabolized by a 
flavin-dependent monooxygenase (FMO3).
Excretion:
Itopride Hydrochloride and its metabolites are primarily excreted 
in the urine. The urinary excretions of Itopride Hydrochloride 
and its N-oxide were 3.7% and 75.4%, respectively, after oral 
administration of a single therapeutic dose. The terminal phase 
half-life of Itopride Hydrochloride is approximately 6 hrs.
SPECIAL POPULATIONS
Children:
Safety of Itopride Hydrochloride in children <16 years has not 
been established.
Elderly:
Appropriate caution should be exercised in the administration 
and monitoring of Itopride Hydrochloride in elderly patients 
reflecting the greater frequency of decreased hepatic, renal 
function and of concomitant disease or other drug therapy.
Patients with fish odor syndrome: The abundance and 
efficiency of the human FMO-isozymes can be subject to 
genetic polymorphisms, which can lead to a rare autosomal 
recessive condition known as trimethylaminuria. Therefore, the 
half-life of Itopride Hydrochloride may be longer in 
trimethylaminuria (fish odor syndrome) patients.
THERAPEUTIC INDICATIONS
Peritop Tablet is used in the treatment of gastrointestinal 
symptoms of:
- Functional Dyspepsia
- Non-ulcer Dyspepsia (chronic gastritis) i.e.
- Sensation of bloating,
- Early satiety,
- Upper abdominal pain or discomfort,
- Anorexia,
- Heartburn,
- Nausea and
- Vomiting.

DOSAGE & ADMINISTRATION
The usual adult dosage for oral use is 150 mg of Peritop 
(Itopride Hydrochloride) daily in three divided doses before 
meals. The dose may be reduced according to patient's age and 
symptoms.
ADVERSE REACTIONS
The following adverse events have been reported in patients 
receiving Itopride Hydrochloride:
Blood and Lymphatic System Disorders: Leukopenia and 
thrombocytopenia.
Immune System Disorders: Anaphylactoid reaction.
Endocrine Disorders: Increased prolactin level and 
gynecomastia.
Nervous System Disorders: Dizziness, headache and tremor.
Gastrointestinal Disorders: Diarrhea, constipation, abdominal 
pain, increased saliva and nausea.
Hepatobiliary Disorder: Jaundice.
Skin and Subcutaneous Tissue Disorders: Rash, redness 
and itching.
Investigations: Increased AST (SGOT), increased ALT 
(SGPT), increased γ-GTP, increased alkaline phosphatase and 
increased bilirubin.
CONTRAINDICATIONS
Itopride Hydrochloride is contraindicated in:
- Patients with known hypersensitivity to Itopride Hydrochloride 
or any of the excipient of the product.
- Patients in whom an increase in gastrointestinal motility could 
be harmful e.g., gastrointestinal hemorrhage, mechanical 
obstruction or perforation.
PRECAUTIONS
- Itopride Hydrochloride should be used with caution since it 
enhances the action of acetylcholine. Also, caution is advised in 
treatment of patients suffering from Parkinson's disease and 
conditions involving dopamine regulation issues. 
- Itopride Hydrochloride should not be used aimlessly for a long 
term when no improvement of gastrointestinal symptoms is 
observed.
Pregnancy and Nursing Mothers
Itopride Hydrochloride should be used in pregnant women or in 
women who may possibly be pregnant only if the expected 
therapeutic benefits outweigh the possible risks associated with 
treatment. The safety of Itopride Hydrochloride in pregnant 
women has not been established. It is ideal not to use Itopride 
Hydrochloride in women during lactation, but if it is necessary, 
breast feeding should be avoided during the treatment of 
Itopride Hydrochloride.
Drug Interactions
- Itopride Hydrochloride has gastrokinetic effects, therefore, it 
could influence the absorption of concomitantly orally 
administered drugs. Particular caution should be taken with 
drugs with a narrow therapeutic index, sustained-release or 
enteric-coated formulations.
- Concomitant administration with anticholinergic drugs e.g. 
Tiquizium bromide, scopolamine butyl bromide, timepidium 
bromide, etc. may reduce the action of Itopride Hydrochloride.
OVERDOSAGE
There have been no reported cases of overdose in humans. In 
case of excessive overdose, the usual measures of gastric 
lavage and symptomatic therapy should be applied.
STORAGE
Store below 30°C and dry place, away from light and moisture. 
Keep out of the reach of children. 
Packaging
Peritop Tablet: Each commercial box contains 90 Tablets in 
Alu-Alu blister pack.
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Dc¯’vcbv
†cwiUc U¨ve‡jU: cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q AvB‡UvcªvBW 
nvB‡Wªv‡K¬vivBW AvBGbGb 50 wgMªv|

weeiY
†cwiUc GKwU †cªvKvB‡bwUK ‡ebRvgvBW ‡Wwi‡fwUf| GwU †Wvcvwgb‡K evav 
†`q Ges Gi M¨v‡÷«vKvB‡bwUK cÖfve i‡q‡Q| ivmvqwbKfv‡e, AvB‡UvcªvBW 
nvB‡Wªv‡K¬vivBW nj N-[4-[2-(Dimethylamino)ethoxy] benzyl]-3, 
4-dimethoxybenzamide monohydrochloride| Gi AvYweK 
ms‡KZ nj C20H26N2O4.HCl Ges MvVwbK ms‡KZ nj:

Kvh©c×wZ
AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW †Wvcvwgb wW2-wi‡mÞ‡ii we‡ivax Kvh©Kjv‡ci 
gva¨‡g A¨vwmUvBj‡Kvwj‡bi wbtmiY evovq Ges Gi A¨vwmUvBj‡Kvwjb G÷v‡iR 
(AChE) GbRvB‡gi BbwnweUwi A¨vKk‡bi d‡j A¨vwmUvBj‡Kvwj‡bi fv½b‡K 
evav †`q| D”PZi A¨vwmUvBj‡Kvwjb wRAvB ‡cwi÷vjwmm evovq, wbgœ Abœbvjx 
wùsUvi Pvc evovq, M¨vw÷«K gwUwjwU †K DÏxwcZ K‡i, cvK¯’wj Lvwj nIqv  
Z¡ivwš^Z K‡i Ges M¨v‡÷«v-wWD‡Wbvj mgš^q e„w× K‡i|

dvg©v‡KvKvB‡bwU·
†kvlY
AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW  `ªæZ Ges cÖvq m¤ú~Y©iƒ‡c M¨v‡÷«vBb‡U÷vBbvj 
Uª¨v± †_‡K †kvwlZ nh| wjfv‡i `ªæZ  wecv‡Ki Kvi‡Y Bioavailability  60% 
wnmv‡e wbiæcY Kiv nq| AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW 50 wgwjMªvg Mªn‡Yi 
0.5-0.75 N›Uv c‡i  cøvRgv gvÎv m‡e©v”P †j‡fj (Cmax 0.28 g/mL) G 
‡cŠuQvq| cªwZw`b 3 evi 50-200 wgwjMªvg ch©šÍ GKvwaK †gŠwLK †WvR †meb 
Kivi c‡i, AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW Ges †gUvejvBU ¸‡jv b~¨bZg Rgv mn 
wPwKrmvi 7 w`b  mgqKv‡j wjwbqvi dvg©v‡KvKvB‡bwU· ‡`Lvq|

weZiY
cÖvq 96% AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW cvRgv ‡cªvwU‡bi mv‡_ mshy³ nq| 
A¨vjeywgb †ewki fvM  Avjdv 1 -A¨vwmW MøvB‡Kv‡cªvwUb  <15% mshy‡³i  Rb¨ 
`vqx|

wecvK
AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW gvby‡li wjfv‡ii g‡a¨ †ewk †gUvewjR nq| wZbwU 
†gUvejvBUm kbv³ Kiv n‡q‡Q, hvi g‡a¨ ïaygvÎ GKwU dvg©v‡KvjwRK¨vj 
cªvmw½KZv QvovB †QvULv‡Uv Kvh©Kjvc K‡i (AvB‡UvcªvBW nvB‡Wªv‡K¬vivB‡Wi 
cªvq 2-3%)| gvby‡li cªv_wgK †gUvejvBU  nj Gb-A·vBW hv Uviwkqvwi 
A¨vgvBb Gb- WvBwg_vBj MÖæ‡ci RviY Øviv Drcbœ nq| AvB‡UvcªvBW 
nvB‡Wªv‡K¬vivBW GKwU d¬¨vwfb-wbf©i g‡bvAw·‡R‡bm (FMO3) Øviv 
†gUvejvBRW nq| 

wbg©~j
cÖv_wgK fv‡e AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW Ges Gi †gUvejvBU¸‡jv cªmªv‡e 
wbM©Z nq| †gŠwLKfv‡e †_ivwcDwUK GKK †WvR MÖn‡Yi c‡i g~ÎZ¨v‡Mi gva¨‡g 
AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW Ges Gb-A·vB‡Wi h_vµ‡g 3.7% Ges 75.4 
wbM©Z nq| AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW-Gi Uvwg©bvj †dR nvd jvBd cªvq 6 
N›Uv|

we‡kl RbmsL¨v
wkï‡`i †¶‡Î: 16 eQ‡ii Kg eqmx wkï‡`i g‡a¨ AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW 
Gi Kvh©KvwiZv cªwZwôZ nqwb|

eq¯‹: AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW eq¯‹ †ivMx‡`i †¶‡Î †meb Ges ch©‡e¶‡Y 
h_vh_ mZK©Zv Aej¤^b Kiv DwPZ hv †ncvwUK, †ibvj dvskb Ges mnRvZ †ivM 
ev Ab¨vb¨ W«v‡Mi †_ivwc n«v‡mi e„nËi wd«‡K‡qwÝ cªwZdwjZ K‡i|

gv‡Qi MÜ wm‡Û«v‡gi †ivMx: gvby‡li FMO-AvB‡mvRvB‡gi cªvPyh© Ges 
Kvh©¶gZv †R‡bwUK cwjgiwdR‡gi Aaxb n‡Z cv‡i, hv U«vB‡g_vBjvwgbywiqv 
bv‡g cwiwPZ GKwU weij A‡Uv‡mvgvj wi‡mwmf Ae¯’vi w`‡K wb‡q †h‡Z cv‡i| 
AZGe, U«vB‡g_vBjvwgbyywiqv (gv‡Qi MÜ wm‡Û«vg) †ivMx‡`i †¶‡Î AvB‡UvcªvBW 
nvB‡Wªv‡K¬vivBW-Gi nvd jvBd `xN© n‡Z cv‡i|  

wb‡`©kbv
†cwiUc U¨ve‡jU M¨v‡÷«vBb‡U÷vBbvj DcmM© ¸wji wPwKrmvi Rb¨ e¨eüZ nq:- 
Kvh©Kix wWm‡ccwmqv-bb-Avjmvi wWm‡ccwmqv (`xN©¯’vqx M¨v÷«vBwUm) †hgb- 
†cU dvcv, - `ªæZ Z…wß, - †c‡Ui Dc‡ii As‡k e¨_v, eyK R¡vjv †cvov, ewg ewg 
fve Ges - ewg|

gvÎv I †mebwewa
†gŠwLK e¨env‡ii Rb¨ mvaviY cªvßeq¯‹‡`i †gŠwLK †me‡bi Rb¨ †WvR nj 
cªwZw`b 150 wgwjMªvg (AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW) hv Lvev‡ii Av‡M wZbwU 
†Wv‡R wef³ nq|  †ivMxi eqm Ges j¶Y Abyhvqx †WvR Kgv‡bv †h‡Z cv‡i| 

weiæc  cªwZwµqv 
AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW MªnYKvix †ivMx‡`i g‡a¨ wbgœwjwLZ cªwZK‚j 
NUbv¸wj wi‡cvU© Kiv n‡q‡Q:

i³   Ges wjç¨vwUK wm‡÷‡gi e¨vwa: wjD‡Kv‡cwbqv Ges _ª‡¤^vmvB‡Uv‡cwbqv| 
BwgDb wm‡÷‡gi e¨vwa: A¨vbvwdj¨vK‡qW cªwZwµqv| 

G‡ÛvµvBb wWmAW©vi: †cªvj¨vw±‡bi gvÎv e„w× Ges MvB‡bv‡Kvgvw÷qv| mœvqyZ‡š¿i

e¨vwa: gv_v †Nviv, gv_v e¨_v Ges Kvucywb|

M¨v‡÷«vBb‡U÷vBbvj e¨vwa: Wvqwiqv, ‡KvôKvwVb¨, †c‡U e¨_v, jvjv e„w× Ges 
ewg ewg fve|  

†ncv‡Uvwewjqvwi wWmAW©vi: RwÛm|

Z¡K Ges mvewKD‡Uwbqvm wUmy¨ wWmAW©vi: dzmdzwo, jvjfve Ges PzjKvwb|

ZË¡vbymÜvb: AST (SGOT) e„w×, ALT (SGPT) e„w×, γ-GTP e„w×, 
¶vixq dm‡d‡UR e„w× Ges wewjiæweb e„w×|

cÖwZwb‡`©kbv
AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW Gi g‡a¨ wb‡lavÁv i‡q‡Q: AvB‡UvcªvBW 
nvB‡Wªv‡K¬vivBW ev Gi †h †KvbI Dcv`v‡bi cªwZ  AwZ ms‡e`bkxj †ivMx‡`i 
†¶‡Î| M¨v‡÷«vBb‡U÷vBbvj gwUwjwU e„w× K‡i ¶wZKviK n‡Z cv‡i †hgb, 
M¨v‡÷«vBb‡U÷vBbvj †n‡gv‡iR ev †gKvwbKvj AeRvi‡ekb ev cvidz‡ikb|

mZK©Zv
AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW mZK©Zvi mv‡_ e¨envi Kiv DwPZ KviY GwU 
A¨vwmUvBj‡Kvwj‡bi wµqv evovq|  GQvovI, cviwKbmÝ †iv‡M AvµvšÍ †ivMx‡`i 
Ges †Wvcvwgb wbqš¿Y msµvšÍ mgm¨vq AvµvšÍ †ivMx‡`i wPwKrmvi †¶‡Î 
mZK©Zv Aej¤^b Kiv nq| M¨v‡÷«vBb‡U÷vBbvj Dcm‡M©i †Kv‡bv DbœwZ bv n‡j 
AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW `xN© ‡gqv‡` D‡Ïk¨nxbfv‡e e¨envi Kiv DwPZ 
bq| 

Mf©ve¯’v Ges ¯Íb¨`vbKv‡j e¨envi
AvB‡UvcªvBW ‡cªMb¨v›U ev Mf©eZ©x nIqvi m¤¢vebv _v‡K gwnjv‡`i ‡¶‡Î e¨envi 
Kiv DwPZ ïaygvÎ hLb †_ivwcDwUK myweav ¸‡jv wi‡¯‹i †_‡K †ewk nq| Mf©eZx 
gwnjv‡`i †¶‡Î AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW-Gi wbivcËv cªwZwôZ nqwb| 
¯Íb¨cvb Kiv‡bvi mgq gwnjv‡`i g‡a¨ AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW e¨envi bv 
Kiv DwPZ| AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW-Gi wPwKrmvi mgq ey‡Ki `ya 
LvIqv‡bv Gov‡bv DwPZ|  

Ab¨vb¨ Jl‡ai mv‡_ wµqv
AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW-Gi M¨v‡÷«vKvB‡bwUK cªfve i‡q‡Q, ZvB GwU 
GK‡hv‡M †gŠwLKfv‡e cwiPvwjZ Ily‡ai †kvlY‡K cªfvweZ Ki‡Z cv‡i| b¨v‡iv 
†_ivwcDwUK Bb‡W·,mvm‡UBb wiwjR W«vM ev G›UvwiK †Kv‡UW dg©y‡jkb mn 
Ily‡ai mv‡_ we‡kl mZK©Zv Aej¤^b Kiv DwPZ| A¨vw›U‡KvwjbvwR©K Ily‡ai 
mv‡_ GK‡hv‡M †meb †hgb wUKzBwRqvg †eªvgvBW, †¯‹v‡cvjvwgb weDUvBj 
†eªvgvBW, UvBgwcwWqvg †eªvgvBW BZ¨vw` AvB‡UvcªvBW nvB‡Wªv‡K¬vivBW-Gi wµqv 
Kgv‡Z cv‡i| 

gvÎvwaK¨
gvbyy‡li g‡a¨ Ifvi‡Wv‡Ri †Kv‡bv wi‡cvU© †bB| AwZwi³ gvÎvi †¶‡Î, M¨vw÷«K 
j¨v‡fR Ges wmg‡Uvg¨vwUK †_ivwci ¯^vfvweK e¨e¯’v¸wj cÖ‡qvM Kiv DwPZ|

msiÿY
Av‡jv I Av`ªZv †_‡K `~‡i 30° †mjwmqvm Gi wb‡P ïK‡bv ¯’v‡b ivLyb| wkï‡`i 
bvMv‡ji evB‡i ivLyb|  

†gvoK mvgMªx
†cwiUc U¨ve‡jUt cÖwZwU evwYwR¨K †gvo‡K Av‡Q 90 wU U¨ve‡jU A¨vjy-A¨vjy 
weø÷v‡i|
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‡cwiUc
AvB‡UvcÖvBW nvB‡Wªv‡K¬vivBW AvBGbGb

cÖ¯‘ZKviK
exKb dvg©vwmDwUK¨vjm& wcGjwm
fvjyKv, gqgbwmsn, evsjv‡`k


