
PERIDON®
DESCRIPTION
PERIDON Is the lrademarkof Dompendono, an ontlematic ~mlnelllic blocIdng agent
Each PERIDONTabletcontains 10 mg oIDomperidone.
CHEMISTRY
Dompendone is: 5-chloro-1-(1-(3-(2-oxo-2,3-dihydro-fH-benzJmldazol-1-y1)propyl]plperldin-4-yfJ-1,3-dihydr<>­
2H-benzimldazol-2-one.

CLINICAL PHARMACOLOGY
Domperidone is a dopamine antagonist with antiemetic properties similar to those of metodopramide and
certain nouroleptlc drugs. Unlike these other drugs, Domperldone does not readily cross the b100d·braln bamer.
Its antiemetic effect may be due to a combination of peripheral (gastroltlnetlc) effects end antagonism of
dopamine receptors In the chemoreceptor trigger zone. Animal studies, together with the low concentrations
found In the brain, Indicate a predomlnantfy peripheral effect of Domperidone on dopamine receptors.
Studies In man have shown oral Domperidone to increase the duration of antral and duodenal contractions, to

increase the gastric emptying of Itquids and semt-solids in healthy subjects end of solids In patients in whom it

was delayed. and to increase lower oesophageal sphincter pressure In healthy subjects. It has no effect on
gastric secretion.

In festlng subjects, Dompendone Is rapidly absorbed after oral administration, with peak plasma concentrations
at approximatety 1 hour. The low absolute bloavailability of oral Oompertdone (approximately 15%) is due to an
extensive first-pass metabolism In the gut wall and liver. Although Dofll)eridone's bloavailability is enhanced in
normal subjects when taken afters meal, patients with gastrointestinal complaints should take Oomperidooe 15·
30 minutes before a meal. Urinary and faecal excretions amountto 31% and 66% of the orvl dose, respectively.
INDICATIONS
o The dyspeptic symptom complax thai Is afton associated with delayad gsstr1c emptying,

gastroesophageal reflux and oesophagitis:

- Epigastric sense of fUllness, aany sabety, faellng of abdominal distension, upper abdominal pain.

- Bloating, eructation, ftatulence.

- Nausea and vomiting.

- Heartburn with or without regurgilation of gastrt<: content In the mouth.
a Nausea and vomiting of functional, organic, infectious or dietetic orlgil or induced by radiotherapy or drug

therapy.
a AspedflC indication i8 nausea and vomiting induced by dopamine agonists, as those used In Parkinson's

dlseaso (such as L-dopa and bromocripllne).
DOSAGE
Uaual adult dose

a Chronic dyspepsia: 10 mg 3 times daly, 16-30 minutes before meals and, if necessary, once more before
retiring.

a Acute and subacute condition (partlculariy nausea and vomiting): 20 mg 3-4 times dally, before meals and
before bedtime,

Usual pedlatrtc dose
o Chronic dyspepsia: 2.5mg per 10 kg body welghL 3 tImas dally befora meals and, If necessary, once mora

In the evening.
o Acute and subacute condition (particularly nausea and vomiting): 5 mg per 10 kg body welghL 3-4 times

dally, befora maals and befora bedtima.
Notes
o When results are not satisfactory In chronlc dyspepsia, the above dosage may be doublad In adults and

chl'dren over 1 year of age.
a Oral Domperidone Is recommended to be taken before meals. If taken after meals, absorption of the drug

Is aomawhet dalayad.
o The lablets are not intendad to be adminlst •••ad to childron below the age of 5 years,
a Since very little unchanged drug is excreted via the kIdneys, it Is unlikely that the dose of a single acute

administration needs to be adjusted In patients with renallnsufftclency. However, on repeated
administration, tho dosing fraquency should be reduced to once or twice daily, depending on tho
severity of the impainnent, and the dose may need to be reduced.

ADVERSE EFFECTS
a SIde etrects are rare; exceptionally. some transient Intestinal cramps have been reported.

a Extrapyramidal phenomena are rare in young children and exceptional in adults; they reverse
spontaneously and oompletely as soon as the treatment is stopped.

a As the pituitary gland is k>cated outskie the blood-brain barrier, Domperidone may induce an Increase in

the plasma prolactin Jevel. In rare cases this hyperprolactinaemia may give rise to neu~OCIinological
phenomena such as galactorrhoea and gynaecomastia.

o When the blood brain bam ••• ls Immature or Impaired, the possible c)(:aJITence of neuro1ogicai side effacls

cannot be totally excluded,
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PERIDON®
DESCRIPTION
PERIDON est Ie marque commercials du Domp6ridone, tXI tnhibiteur dopaminergique anU'~tique.
Cheque comprlm6de PERlDON contlant10 mgdeDomp6rldona.
FORMULE CHIMIQUE
Le domp6ndon ost du 5-chioro-1-11-l3-(2",x<>-2,3-dihydro-f~nzimldazolyl-1)propy1]plp6ridlnyl41-1,3-d1hydro­
2H-benzimldazolone-2.

PHARMACOLOGIE CLINIQUE
Le Domp'rIdone eat un antagonIsts de la doparrine avec des propn6t8s an~metiques analogues i cel~ du
m6toclopramlde at de certalns medicaments neuroleptlques. Contralrement i\ ee. autres medicaments, Ie
Oom~licIone "8traverse pasfacilement Ia barri8re h6mat.cHmc6phaique. Son effetantl'm6tique peut etre dO ~ une
combinalson des effets peripMriques (gastrocinetiques) et de rantagonlsme des recepteurs de la dopamine dans Ia
zone glchette des chlmiortk:epteurs. Des ~tudes chez I'arumat at les faibles concentrations pt"~ntes dans Je
cerveau indlquent qua Ie Oomp8ridone a un effet principalement pltriphBrique surles recept8U's de 18dopamine.
Des 'tudes chez I'Horrvne ont montre que Ie Oomp8rIdone par vokt orale augmente 18 dUr8e des contractions
antrales et duodooales, pour augmenter la v1dange gastrique de Ilquides at de seml-soIldes chez les sujet5 sains - at
de soIides chez les sujets qui pr6sentent un ralentlssement de Ia Yidange gastrique- at pour augmenter 18pression
du sphincter Inferteurde 1'(Bsophag6 chez les suJets 8alns.1I n'a aucun effet soria secr6tlon gestrique.
Chez lea sujets A jeun, Ie Domp6ridone est rapldement abSOl"M spree ectnlnlstration par voie ora~. avec des
concentrations p1asmatlques maxlmales 8pres environ una haUfe, La faible biodlsponibUitll absoiue du Oompllridone
par vote orale (environ 15 %) est due. un rMtaboUsme de premier passage intestinal et h6patique Important. Bien
que Ia blodisponib"lt6 du O~one soIt amlllkJ~ chez lea su}ets normaux Iorsqu'll est pris 8preS les repas, les
patients prltsentant des troubles gastro-intestinaux devraient le prendre 15 I:t 30 minutes avanl le8 repss. Les
excretions unnaires et fecales se montent" 31 % et 66 % de 18dose pervofe orale, respec:ttvement
INDICATIONS
a Cort~ de symptOmes dyspeptiQues souvenl assocl6 • une vidange gastrique ralentie, au reflux gastJ'o..

cesophagien at a 1'(8SQphagito.
- Sensation eplgastrique de sati&Il), satil)te lrimatur~e, sensation de ballonnement abdominal, douktur

abdominale haute.

- Ballonnement, MJctaUon, flatulence.
- Naus6e et vomiasements.

- BrOI168S d'estomac avec au sans regurgitation de contenu gastrlque dans Ia bouche.
g Nausea at vomlssements d'origlne fonctlonnel1e, organique, IntectJeuse ou aUmentalre, ou induits par une

rad~rapio ou par un traitement m«ticamenleux.
a Indication sp8citique : naus8e at vomissements induits par des agonlstes de 18 dopamine, comma dans Ie cas

de 18 meladie de Perkinson (L~pa et bromoaiptlne).
POSOLOGIE
Dose8dun. usuell.

a Dyspepale chronlque: 10 mg trois foil par jour. 15 a 30 mi1utell avant les repas at. 81 necessalre, una prise
sup~mentalre svant Ie coomer.

g Affection algue ou subaigue (en particulier naus6e et vomissements) : 20 mg trois a: quatre fois par jour, avant
las repas et avant ~ couc:her.

Dos. Qnfant usuen.
a Dyspepsle chronlque: 2,5 mg par 10 kg de polds corporel, trois 101s par jour, avant las repas et, $I nea.ssalre.

una pr1se suppillmeniaire Ie soIr.
g Affection algue ou subaigui (en particuliernaus6e etvomissements): 5 mg par 10 kg de poids corporel, trois 6

quatre fole par jour, avant les repas et avant Ie coucher,
Rem.rqu ••
a Lorsque les rjsultat8 ne sont pas satisfaisant dans Ie cas d'une dyspepsle chronique, Ia posoIogie ci-dessus

paut litre doublee chez I'&dutte at chez fenfant Age de plus d'un en,
a II est recommand4 de prendre Ie Oom~done par vote orale avant Jes repas. S'll est prIs apres Ies repas,

I'absorption du m6dicament est en que~ue sorte retard's.
aLes c:ompr1m8s ne sent pas destinM aux enfants ag~s de moIns de dnq ans.
a I::tant donne qu'une tr8s faible quantite de m6dicament intact est elimin~ par las reins, il n'est g6n<tralement

pas necessalre d'ajus1er la dose d'une seule at forte admlniatratton pour )as patients atteInts d'insutnsance
r6rulle. Neanmolns, en cas d'adminislratlons repeMes, Ie frequenc:e des priSM dolt Atre r6dulte l\ una ou deux
fois par jour, en fonctlon de la gravlt6 de NnsufflS8OC8. et II peut s'averar n6cessalra de rectulre Ie dose.

EFFETS IND£SIRABLES
o Las etreta secondalres $Ol'1t rares. Des crampes intestineles paasageres oot tM signalMia de mani6re

exceptlonneGe.
g La syndrome extrapyramidal est rare chez Ie Jaune enfant at exceptJonnel chez l'adulte ; II dlsparan

spontanement at compiMement d6s I'arrtt du traltement.

a La gtande pituttaire 'tant sltu6e " rexteneur de Ie baniltre h6mato-encephallque, Ie Domperidone paut Induire
una augmentation du taux de prolactlne plasmatique. Dans de rares cas, cette hyperprolactin6mie paut
entral".,. un ph6nom6ne neuroandocr1n1on, t.1 quela gaiactorrMe ou la gyn6cornastla.

g Lorsque la b~re hemato-enc6phalique est immature au a~, Ia posstblM d'une survenue d'effets
secondaires neurologlques n8 paut litre tota~ment exdue.
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o Des r6actlons a1lerg1quas _. Iell •• _ r6rup1lon cutan6e au rurtlcal •••• ont6galement 6t6 slgn8_.

GROSSESSE
Admlnlstr8 ill des enlmaux 6 des doses anent Jusqu" 160 ~our, Ie Oomp'ridone n'e pas eu d'etrem
"ratog6nes. N'anmolnl, comme pour 18p1upart des m6dk:aments.le Domp6ridone ne devrait 6tre utiliM au COUrt
du premlartr1mest ••• de _ •• qua 51eela 8StJuttltl6 par un b6n6t1ce th6 •••pautlqua p<6vu,
Ace jour, II n'existe aucun8 preu .•••ed'une augmentation du risque de mattormatlon chez niomme.
ALLAITEMENT
CO IMdlcament est 6UmlM dans Ie lak metemel des rates aRaltantes. Chez 18 remme, les ooncentratSon. de

Oomp4ridone dans lelait matemellOOt quatre foI8 moindres queles concentrations p1asmatiques. On Ignore 81eels
81t nocttpour Ie nouveau~6. II elt done reoommand6 aux rMres de ne pas ells Iter pendBnt Ie pI1l9 de Dornp6l1done
• nuf Illes b6nefk:es attendu.1OOt -uplMieu~ ill un ri~e potentiel.
INTERF£RENCES LORS DE TESTS CLINIQUES ET EN LABORATOIRE
Les valeura d. rolonlne aminotransf6rase (ALAr [SGP'T]). d. r.spartat •• minotransr6ra •• (ASAT ISGOT]). du
choiestlM'ol 8t de la prolactlne S6riqu9S peuvent 'tre augmenlea ••
INTERACTIONS M£DICAMENTEUSES
II L'admlnlstTation concomitant. de rNdlcamenta sntlchollnerglques peut s'opposertll'etfet anUdyspeptlque du

Domp4ridone . lei antiacldes 8t Ies antisecr4toires ne dolvent pas atre adminlstr61 en mGme temps que Ie
Dompt\tidone car III dlmlnuent sa biodieponlbilit6 par vo+e C>f'IW.

II La pr1n~8Ie vofe mlttabollque du Oompt)ridone est ill travers Ie CYP3A4. Del donMes to vttro sugg4!lrant que
l'utiUsaUon concomItante de m6dicaments qui Inhlbent 51gnlflcatlvement cette enzyme peut entrainer une
augmentation des taux ptasmallques de Domperidone . Parmlles Inhibiteurs du CYP3A4 figurent, entre autre. :
Ies antifongiques azoI6s, Ie. entiblotiques macrolk181, Ios inhibitours de la prot6a.so VIH et Ie nMazodone.

u Th60riquement 6tent don", que Ie Oornp6ridone 8 des etreta gastrocin6tiques. M polJrratt Innuencer
rabsorptlon de m8dlcamenta admlfistr6s en oonoomltanoe par vole orale, en partlculler ceux it HWratlon
soutenue ou ~ enrobage enttlrtque. Neanmoins. chez des patIents d6JA stabillus par digoxlne ou pa~tamof,
t'admlnlstration concomltante de Domp6ridone n'a pas lnfluence Ies taux aangtAns de cas m6dicaments.

o La Domp6r1done pout 6tra _ a ,
_ des neuroleptiques. dont raction ne sera pal potential. ;
- des agonlstas dopamlnerglqua. (bromoalpline. L-dope). doni I••• ffats pertph6r1quas Indtlsll1lbl •• tels que

Ie! troubles dlgoltifs, Ja naus6e et les vomlssomonta soront supprlm's sans noutratlsor leurs propOOtes
centrales .

CONTRE.fNDICATIONS
II Le Domp6lidon. eat oontr~ndtqlJ4) dlez Ies patlents avant une intolerance connue au Domp4ridone at chez

Ies patle<1ts an8lnts da tumeur pltuitelra Ilb6rent de 10proIactine (prolactlnome),
u Le Domptridone ne dolt pal an utils*' si 18 stimulation dela mobicit6 gsstriqu. peut.tre dangereuse, p. ex.,

en cas d'Mmorragle gsstro-lntestlnale, d'obatructlon m6canlque ou de perforaUon.
AVERTISSEMENTS
Lorsque des antladdes at des 8nti8kr6t0ir8s soot utilI. en ooncomitance. its dotvent Mra pris aprt8les repes at
non a .•••ant les repes, c.-6-d. qu'ls ne doIvent pas 6tre pris en m6me temps que Ie Oomp6r1done.
SURDOSAGE
Lea symptOmes d'une IUrdose peuvent Inclure une somnolence, une d6sor1entatlon et des reectlons
extrapyramidalas. en pertlcullerchez: lea emantl.
En cas de surdose, \I est recommend*' d'esaayer d'admlnlstrer du charbon actl'" at d'observer attenttvement Ie
patient Des m6dicaments antk:holinergiques, antlpar1dnlOl1lens au antihlltaminiques avec des propri' •
antlchollnergiques peuventalder ill contrOler les !'tections extr8pyramida~.
PR£CAUTIONS
II Le Dompltridone dolt'tre utillse e .•••ec prkautlon chez lea patients attaints d'inaumsance Mpatique.
II LeI patients SOUl trlltement de longue dur6e dotvent 6tre examines r6gull'remenl
CONDITIONNEMENT
o Bon •• da 30 comprtm6s pelllcul6s de PERIDON.

II Condltionnements pour usage hospitalier de dlff6rentes pr6sentations.
Conserverconfom'WM1entaux conditions sP'k;jRees surleconditlonnement.

Ne paeutiliserapru Iadatede ptiremption indiqu6e IUrlecondltiomement

o Rare a1arg1c reactlonl, such as rasl1 end ur1Icalte, have also been reported.

USE IN PREGNANCY
Domparidone given to onimel. at do ••• up t0160 mgII<gJd.y did not produce te •••toganlc affects. Howlver. as
most medicine., Dompartdona should only be used durtng tho first b1mestor of pregnancy ~thl.11 jultifled by the
anticipated th •••• peutic benefit.
Up to now, there has been no evidence of any Increase kl the risk ofmalformaUons in humans.
USE IN LACTATION

The drug Is eKQ"eted in breast milk of lactating ratl. In women. Domperidone concentrations In breast milk ere 4
times lower than correspondtng plasma concentrations. It Is not known whether ttis Is hannful to the newborn.
Therefore, nuralng II not recommended for mothers who are taking Domperidone. unless the expected benefits
outweigh any potential rtlk,
INTERFERENCE WITH CLINICAL AND LABORATORY TESTS
S.Nm .Ianine aminotransferase (ALT (SGP'T]), sorum espartela .mlnotran.f •••• se (AST [SGOT]), sorum
cholesterol, and serum proladin values may be Increased.
DRUG INTERACTIONS
o Concom~ant odmlnistratlon of anticllollnervlc dNg. may antegoni •• the anti-<lyspeptic sfIect eX

Domperidone. Antacid. and antiS8Cf8tory drugs should not be given simutianeously with Domparidone a.
they Iow'er its oral bloavallability.

o The main m.tebollc pathway of Domportdone i.through CYP3M, In v"ro date suggesl that the
concomltent u •• of dNgS that slgnlflc8nUy Inhibit this .nzyme mey •••• ult In Increased plasma lavels of
Domperidone. Ex.mples of CYP3A4lnhibltors Include awla .ntifung.lo, mecrolida antibiolicl, HIV
protease Inhlbhors and nefazodone.

o Theoretically, since Domperidone has gsstroklnetic effects. it could Innuance the absorption of
concomllonlly orally edmlnlstared dNg •• partlcul.rty 1hose wtih .ust.lned rei •••• or ont.rtc ooeted
formulations. However, In patients already atablUsed on digoxn or paracetamol, concomitant
administration of Oomperldone did not Inftuence the bfood levels of these drugs.

o Dompertdooa may be assoclated with:

- N8urolaptlcs, the salon of which It doe. not potenll.t •.

- Dopaminarglc agonlsts (brornocrlptina, L-<lopa). whose unwonled partpharal .ffects suell.s dlg.stiv.
disorders, nausea and vomiting It suppresses without counteracting their central properties.

CONTRAINDICATIONS
o Dompertdone II contrelndlcated In pabents with known intoleronce to Domperidone and In pallenta with a

proIactJn-rel ••• lng pRullory tumour (prolactlnome) .
o Dompertdone .hould not be used whonaver stimulation of gastric mollHty might be dangarous a,g.,

pr.sence of gestro-lnt.stinBi h.amorm.g •• machanical obstrudlon or parforatlon.

WARNINGS
When antacid. or antisecretory agenls are used concomitantly, they should be taken after meals and not before

meals.l.e" thoy should not be taken slmuneneousty With Domperldon •.
OVERDOSE
Symptoms of overdosage may Include drowsiness, dlsorientallon and extrepyremldal reactions, especlally in
children.

In case of ovardosaga. try edmlnls1ratlon of activated eIlercoai •• nd close ob.ervatlon of the patient Is
recommended. Antlchoflnergic. anti-pal1dnson drugs or antihistammes with anticholinergic properties may be

helpful In controlling the axtrepyramlda' reaalon •.
PRECAUTIONS
o Domperidone should be used with caution In pellents with hepatk: Impelnnent.
o Patients 00 prolonged therapy should be reviewed regularty .

HOWSUPPUED
o Boxes of 30 fllm-<:o.ted leblols of PERIDON •

o Hospital packs of dift'erent presentations .
Store aocording to oondltlono specified 00 tho packaga.

Do not use.ftertha axpiry date shown 00 the pod<aga.
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CCX»ICtl OF AAAS HEALTH MINISTERS

UNtoN OF ARAB PHNtMACtSTS

Pf'!!O'1b!nsIlnformItIon Avalabte lJpOn R!9O!!!

THE JORDANIAN PHARMACEUTJCAL IlAHUFACTUR/HQ CO.{p.LC.)
P.O. BOX 94. NAOR 11710, JORDAN@..-

K."] .••••••••••• iii::I:il1!••iI!P]·'!l·'I:!'I1i3lEljll![.,!i·'!Z~I1!4ll:'iji •••••••••• 11("_.:1

o A medicament 11. prodod whidl atfecll )'QUI'huIth, and its coottmptlon OOI1rary '" IRltrucUaos ill dangerous for you. I
o Follow oIrtdly the _s p<esatpdon. IhB moIlod at IISO and the InolnJdlans at the.....- who _nsod themod_
o The Oocb 1W1d" ph&mwdIt are experts In rnedidrw .
o 00 not by YOU"" Intonupt the period at trootmont PfOsa1bod for you•
a 00 not r.at th. aame f)Nlacrlplion 'Nithout ooneultlng your doctor.
o Keep medkamenta out or the reach of Chlldren.
Issued In November 2000

CONSEI.. au ••••1S1l{£S ARA8ES DE LASNfTl!:
IYNOICATOEI ~NS ARABES

Des Inbmationl IIX IIIprtea1p!!On d16f)OflS1?!1 sur d8n'llfldt
LA COMPAGNIE PHARMACEUTIOUE JORDANIENNE. SA.
B.P. lU, NAOR 11710. JORDANIE~

D Un m6dicament .st un P'odult qui a«ecte votr. aanlt -. kMe eorwommatlon non c:onforme 'Wf kwlructiona pt6sente dM d."IlWI .
a SuIYez Ilr'Ict8ment '- r8OOl'l'll'Mndal1oosde voIrI m6dectn. Ie mode d'emp6OIet lei iwtruclione du ptwmacIen qui '100' • vendu II--
a lA~~'-~lOnI:dMexpeltsenmdrecM"***'-.
Q N1nterrompez pea. de YOl.lI-tntme ••• dur6e do trlllt.tment qui VOUI• '" preeo1t.
o N, renouveleZ pelle """'- ordoonance 1M. COf*Itter 'IOtre~.
o G.rdez Ies medicarnenta horI de pan" del; Ilf'lfants.

I.su en NoYambre 2006
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