Motil Fast®

Effervescent granules

For nausea and Vomiting

WThis medicinal product is subjec to additional monitoring, This wil allow quick identication of nesy safety information.
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Qualitative and quantitative composition
ach sachets (5 gm) contains 001 gm Domperidone

Inactive Ingredient
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Clinical particulars
Therapeuticindications
MotilFast ™ d
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Posology and method of administration

ot Fortshout] b sed a e st ffecive dosefor e shrtesdurtion necesary L conlol s ond voitng s

recommended to take oral Motil Fast™ before meals, I taken ater meals, absorption of the drug s somewhat delayed. atients

shoud by otk cachde 3 e scheded e, 1 chedled dose & mise he s dose s b omitedand e

missed dose. Usualy, the maximu treatment

dadolscents 12y ofogeand e and wiging 3 g morel

One 10 mg sche up o e prdoy it masimum dose of 50 mg pr .

Hepalic Impairm

e Fat e il in ol o svre epalic impairment. Dose modifcaion in mild hepatic impairment is

however not needed.

Renal Impairment

Since the elimination half-lfe of domperidone i prolonged in severe renal impairment, on repealed administation, the dosing

frequency o

Domperidone shoudbe edced t nce ortie dl depending on the ety of e mpimenand e dose may need o
h patints P

dications
\1um o \S(onlmmm(amd in Ahc following stuaions: + Known hypersensiy to domperidone or any of the exciiens
when simlation o in patents with
st tsinl hoemorog mechniclciucion o perfrlio - npalets wih mocereleor st hepa parment -
in patents who have known exising prolongation of cardiac conduction infervals, partculrly QT patients with significant
hslobe dbtares o ndeyingcadac doeses s s congesivs et e« oo with Q-profngig
polent C rQr
Specl wrningsand pre(ﬂu:mﬂs for use
Cardiovascular effects:
Domperidone has been associated with prolongation of the QT inerval on the electrocardiogram. During post-markeling
surveillance, there have been very rare cases of QT prolongation and torsades de pointes in patients laking domperidone. These
: faclors, d may have been
contibufing factrs. Epidemiological studies showed that domperidone was associated with an increased risk of serious
venlricular ahythmias or sudden cardiac ealh. A higher isk was observd in patints older than 60 years,palens aking daly
doses greater than 30 mg, and patients concurently taking QT-prolonging drugs or CYP3A4 inhibitors. Domperidone should be
used at the lowes! effecive dose in aduls and chidren. Domperidone is contraindicated in patients with known exising
rongaton of ndc conducton ool paiclry QT 1 ptens i Signicantocote drtances (ypolasemis
yperkalaenia, ypomagnesacmia), or bradycardia, or in patents with underlying cardiac diseases such as congestve heart failure
e lo neased ik of veircdr ohylhmia ecoyc iurbonces (hypokalaemi, hyperkalacmia, hypomagnesaemi) or
tobe the Treaiment i signs

or sympt that may by arthythia, and the patints should consuitteir physician.

promplly reportany cardiac symptoms.

Use ininfants

Although neurological sde effcts are rar, the risk of neurological side effects is higher in young chidren since melabolic

functions and the blood-brain barrier are ot flly developed in the first months of . Overdosing may cause extrapyramidal
but other

Renal impairm
The impaton e of domperidone is prolonged in severe renal impairment. For repeated administrtion, the dosing
frequency of

MotilFast ™ should be reduced to once or pe

reduced.

cipients
This medicinal product contains 777 m of sodium e sachet . To be taken into consideration by paients on a controlled sodium
dose
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in increased p Increased sk Qlintervl
prnlung,al\m\ due o pharmacodynamic and o phnmu(okmcm interacons.

Qe prolonging medicinal products

¢ syl das A e, dsopyaride choquiniine quidg - ani-anymicsdss g aiodroe dotide

droncrone, bulide, sl crtan anipchotes e, hloperdol, pmorids, sl e ans depresants e

ula\npmm escitalopram)- ertin antibiotics (eg. oy spiramycin + fungal agens
peramidinel - el antmabrial gens n prca ha\ofanlrme, PR ‘gastro-intestinal medicines (eg,

mnw ide, dolasctron, prucalopride)  certai antiistaminics (e, mequitazine, mizolasine  cetain medicines used in cancer (eg,

oremifene,vandelanib, incamine) - certain other mediines feg, beprii, diphemani, methadone),

- Polent CYP3A4 inhibilors (regardles of heir QI prolonging effct),ie: - protease inhibiors «sysemic azole anifungals  some

macroldes (erythromycin, rithromycin,telthromycin)

Concomitant use of the following substances is not recommended

Moderale CYP5A inhibitors e diiazem, verapamil and some macrolides.

[mmm- vith brodcardaand mpokalncmn w\du(mg drugs,as wll 5 wilh te ollowing macrldes imohved in QFnenal
d as itis a potent CYP3A4 inhibitor). The above lst
of wmm is repmnlz\»e and not mmmﬂ\e >eparzle in vivo pmmammm pharmacodynamic interaction studies with
oral ketoconazole or oral erythromycn in healihy subjects confirmed a marked inhbiton of domperidone's CYPSA4 mediaed
first pass metabolism by these drugs. With the combination of oral domperidone 10 mg four times daily and ketoconazole 200
mg twice daiy, a mean QTc prolongation of 9.8 msec was seen over lhe observation period, with changes at individual time points
ranging from 12 to 175 msec. With the combination of domperidone 10 mg four times daiy and oral erythromycin 500 mg three
fmes i mean QTc over the absealion period s prolonge by 9 e withchanges o indviuol me pons rngng
from 16 to 143 msec. Both the m.ux and AUC fold in each of
Inth al 10 mg given orally four times daily resulted in increases in
mean QTc of 16 msec fmomrmzo\c study) and 25 msec (erythromycin study), while keloconazole monotherapy ( 200 mg twice:
daily) Wm(H? e ectively, over
..,Lmv pregnancy and lact:
Pregnancy: There are Imu\m posl marketing data on the use of domperidone in pregnant women. Studies in animals have
o reproducive toxicty at maternally toxic doses. Motil Fast™ should only be used during pregnancy when jusified by the
anticpaed therapeutic benefit
Breast-feeding
Domperidone s excreted in human ik and breasl-fed inants receveless than 01 % of the malemal weight-adjusted dose.
Occurrence of adverse effects, in pm ular mnlm effects cannot be excluded after exposure via lmml milk. A decision should be
made whether to taking into account the benelfit
of breast feeding for the child and ﬂvc brncm o\ lhcmp\' Yor the woman Caution Should be exercised in case of QTc prolongation
risk factors in breast-fed infants.
Kifects on abilty to drive and use machi
Motil Fast™" has no or ncghg\b\cmﬂumtr on Ahc abilty to drive and use machines.

Undesirable effects
Tabulated lst of adverse reactions The safety of Domperidone was evaluated in cinical tials and in postmarketing experience.
The diical trals included 1275 patients with dyspepsia, gasro-oesophageal reflux disorder (GORD), Iitable Bowel Syndrome
(1BS), nausea and vomiling or other relaed condilions in 31 double-blind placebo-controlled studies. Al patents were atleast 15
years old and recived at least one dose of domperidone

(domperidone base). The median totaldaily dose was 30 mg (range 10 to 80 mg), and median duration of exposure was 28 days
(range 110 28 days).Studies in dibetic gasiroparesi or symptoms secondary to chemotherapy or parkinsonism were excluded.
The following terms and frequencies are applied: very common (=1/10); common (=100 to < 110} uncommon (211000 to <
100); rare (=110.000 o < 1/1000) very rare (< 1/10000), Where frequency can no be estimated from ciical trials data, it is
recorded as “Not known’

Systm Organ Class Adverse Drug Reaction Frequency

Common_| Uncommon Not known
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Blood prolcin ncreined

1n 45 studies where domperidone was used al higher dosages for longer duralion and for addiional indications including
diabetc gasiopareis, the frequency of adverse events (apart from dry mouth) was considerably higher. This was particularly
evident for pharmacologicaly prediclable events related 1o ncreased prolactin.In adiion to he reactions lsed above, akahisia,
breast discharge, breast enlargement,breast swelling, depression, hypersensivty,lacation disorder, and irregular mensiruation
werealso notd.

tric population
Eropyronk dorer ccurs prmarly n et o nfats.Oler cenrl nervous syl sl affecls of convulon and
agitation also are primarily reported in nfants and children.
Reporting of suspected adverse reactions:

Reporting suspected adverse reactons afer authorisation of the medi
the benefitisk balance ofthe meicinal product.

1Fyou get any side efectstak fo your doctor or you can repor ity via the Egyptain pharmacosigiance Cente,
Telephone: +202 25648046/ 23640368/ 25684381 E-mail: Prcenter Gedamoheallh goveg

the safey oftis medicine

al product is important.t allows conlinued moniloring of

Overdoe

Symplom:

Ouardos has been repored primarly n ifants and ciden Symploms of overdosage may include agtatin, aered
consiousnes

Trealme done, but in the event of overdose, standard should be
gon mma.am, Gastc Ivage as i s of st oo ay be st ECG. msoring should be
n, because of the possiiity of QI interal prolongaton. Close medical superison and supporiive therapy s
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Mechanism of action: Domperidone is a 2 dopaine anagonist vt ane et popetis Damperidone doc sy coss

the blood-brain barier.In domperidone users, especialy in adults, extrapyramidal side effcts are very rare, but domperidone

promoteshe easeof prlacin o he ity s anis-emec e maybe e 02 combination o perpher gasokinei
which s Horain barier in the

area pnsﬂfmz Anima tdies, Aogrmcr it e low coneniaons {ound i e b, e predominany perphera et

of man have shown oral

\mw(w: rmimdons molity dm e gaiic emplying, There is no effect on gasric secrelion. In accordane wilh

Ii£14 gienes, hoough T sty s oo This sy dded  placho 2 st comparlr and o poste
h \vrahhy biect per day 10 dministered 4 i
This 4..(1) found a T becen dompergone and plc e baseline of 3.4

e o 20 g domperidone adminitred 4 s .y on Doy 4 The 2o 90 C1 (11 59 mse) 1 nl exceed 10 e
No dinicalyrelevant Qc effects were observed in this study when domperidone was admiristered al up to 80 mg/day fie, more
than twice the maximum recommended dosing). Howeer, wo prexious drug-drug interacton studies showwed some evidence of
e prlngaon when dorperdone s dinsered s ronolhrapy (10 mg 4 e oy The kgt e ched e
difeence of QT betyeen domperidone and placebo was 54 ms
B3%00-171o 124 and 75 mec 95% C05 o 4, epetivey
Pharmacnineic

beorption: Dorerdone 1s rapily st afer ol adinisaton, i psk plasna concnratons g at

appmx\malc\v‘Maﬂrrdnsmg The Caxand A proportiona 10mgio20

g b - to 3ol e
oraumpmuu.\c for 4 days The low absolte bioavalabily ur oral domperdons aprosmatly 154 s due 0 an exensive
ut wall and iver ity is enhanced in normal subjecs when taken

afer a meal, patients with gastro-itestinal complaints should e Ainmp(‘ndnm- 15-30 minutes before a meal. Reduced gasiric

acidity impairs the absorption of domperidone. Oral bioavaibily is decreased by prior concomitant administration of cimeldine
sodium bicarbonate. The time of peak absorption i slightly delayed and the AUC somenhat increased when the ora drug is

taken affr a meal.

Distribution: Oral domperidone does nol appear lo accumulate or induce s own melabolism; @ peak plasma level afler 90

minutes of 21 ngiml aftr two weeks oral administration of 30 me per day was almost the same as tha of 18 ng/m afer the fist

d 91-93 in

but i j the p
Metabolism: Domperidone undergoes rapid and extensive hepatic metabolism by hydroxylation and N-dealkylaton. In vitro
melabolism experiments with diagnostic inhibitors revealed that CYP3A4 is a major form of cylochrome P-450 involved in the
ekt daeridons, s PSS OPIAZnd VP21 e imhed i o oot
rinary and faecal excretons amount to 3 and 6% of the oraldose respectivly The proportion of the drug excreted
umh.mgcd is small 10% o acal excetion and approvmately 1% of winary exceon he plasma hlf e fler a singl oral

s proongd
rale hepal L (Pugh score 7 to 9, Child-Pugh raling B),the AUC and Cmax
ofdomperidone s 29 1-ld Higher,especely i ey cujcs. Th unbund hactio s ceased by 255 ond

impaiment hve a samenfat lower
sysemic exposure than ey s e on A i Subjects
with severe hepatic impairmen were nol studied. Mol Fast” is contraindicaled in palients with moderale or severe hepalic
impaiment
Renal impairment: In subjects with severe renal insuficiency ( reatnine clearance < 50mimin/L75m? ) the eliminaton haf-ffe
of domperidone i increased from 74 10 20 hours, bt plasma drug leels are lower than n healthy volunteers. Since very it
unchanged dhug (approximaly 1%) i excrled via th Kidneys, it is unlikely that th dose of a single adminisiraton needs to be
dustdin it i e msfcency,
Howee, on repeated ad
teinpamentad e dosenay e boreuced

ol are p populaton.

p the sevrity of

o age:
Store at temperature not exceeding 25 C%, in dry place.
How suppli
Carton box contins 10 sachels consists of 3 layers from insde to outside (LDPE Aluminium Polylhylene terephihalae ) each
contains 5 gm very small granules + nser eaflet

Keep all medicaments out of reach of children

Product of:

AMOUN PHARMACEUTICAL Co.
El-Obour City, Al Qalyubia, Egypt. ~ SAE
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