
Patient Information LNflot (PIL) 

Proklnln',O mg Rlm Coated Tlblels 
Proklnln' 5 mg/5 ml Oral Suspension 

Domperldone 

Re.d.U of th. I .. net carefully Wor. you.tart "king th .. medtcl.,. 
• KMp thIs I •• net. Vou may rIMd to read il aga/n. 
• If you have any turther quntions, asll: )'OUI' dodo!' or pharmadsl 
- Thla medic:ine MS been prnctibed for you. 00 nol pus it on ta others. h may harm them, ..,." if their 
symptoms are th. same as yours. _ 

· If any of the side eff.cts gets MriOUI. or if you notice &Oy skie enects noIlisted in thIs leatIet. pie ... tel your 
doctor or pharmadst. L-______________________________________________ ~ ... 

Intlà.fIet: 
1. What ProkInin ia and what it Il used for 
2. Before yeu take Proklnln 
3. How to tat. Proklnln 
4. Possible aide lIffed:l 
5. How to atofe Proldnln 
e. FlM1her information 

1. What Proldnln la and wha' It la uNd for 
Proldnln Is en anli-emetlc whIc:h can stop )'OU feeling 
aIck. The dve Ingredient ia domperidone. 
Proklnfn la UHd 10 trea1: 
Adulta and Chlldren 
Tt. rel., of the symptoms of nausea and vomltlng. 

2. a.ror. you tUe Proldnln 
00 not taJce ttli. medlcln.: 
- ft you have ever had • bail ,..ctIon ta any 01 th. 

i9ed1W1ta, 
· 11 you haye Il dl..... of the pltulUiry gland 

(prolactinoma). 
- If )'OU have ever Nid h..n probl8ms inc:ludng hsart 

faHura, • previoul: heart anack, q,. (chnt pllRI), 
or h.." rhythm dlacn.. fncIudlng • rapld or slow 
Of Irregular heartbeat, without tirst consulting )'OUr 
_c.. 

· Il you hava an underlying lit"... ."actlng the 
digestive system, for exemple' 
- A atolMCh or duod.nlll ulc., 
• A blocked or .,..torated gut, 
- Your baweI motion. (s1ool.) are ottan black, or )'OU 
notice bIood ln your boweI motions, This COI.AcI be 
a sign 01 bleedlng ln the stomach or 1nteItInn. 

- You frequen'y have ..... stomach aamps, 
- rr you have kidney or Il", problema. 
If any of theM appIy to )'OU, gllt advlc:e from a doctor 
or pharmsclst wtthout taldng Proklnln. 
Important Information about .0.... of th. 
Ingredients ln Proklnln 
pif you have been toad by your doctor lhat you have an 
tntoierante to some 1UgarS, check '11'111'1 your doctor 
betore taking ProkInln, 

- This medicinal produc1 contair. sodium, To be taken 
1R10 consideration by patients on a controlled IOdium 
dose. 

• The OI'al suspension conlalns sorbitol and may be 
unsuitabl. fOI' patients wIth sorbitol intolerance. 

Taklng other medlcln_ 
Plea .. Inform )'OUr dodor or pharmac:lst If you are 
taking, or have recenUy lekan any other meclic:lne, aven 
those not prnaibed by a doctor, 
If taken with other mediclnea the aff-=! of Proklnln Of 

the etfecta of the OCher medicine may be aMarec:l. 
Examples of medlclnn that can anect domperldone 
are; 
• Ketonazola, used 10 Ireal fungallntections, 
- Aitonavir, used 10 trut virus infections. 
- Eryttvomyc:ln. UNd to trut baderlallnfections. 
If )'OU have Any doubta about whethef you sholAd take 
thls mec:licine then taIk 10 your doctOl'. 
H you are pregnant or brMat-faedlng 
- 00 no! tue if you are pregnant or lhink you mighl be 

prognanl 
• It 18 not known whethar thIa ls harmfulto the n.wborn. 
Thar.fore breast-leeding la not recommended lor 
mottwa who are taklng Proklnln. 

Orivlng and uslng machln.-y 
You may have las control oYer your movements whilst 
taking Proklnln. If thit: happent do not drive or uae any 
tooIsor machi ..... , 
Special warnlng. about uMIn lrawellickness 
This produc:t aho\Jd nol be used 10 treat traval IiIcknelS. 
Speak 10 your doctor or pharmacisi about suitable 
trealments. 

3. How ta tau Proklnln • 
Il is recommended to lake oral Proklnln before meals. If 
taken an.,. mule, absorption of the drug Is somewhal 
-yod. 
The recommended don ln aduMs and adolescents 
weighing 35 kg or more 18 la mg (1 table!: or la ml oral 
suspension) up 10 three limes dally by mouth. 
The rtcOmmendecl dose ln ctv1dr., and adoIMC«'IIS 
weighing lees !han 35 kg i, 0.25 mg pel' kg bodyweighl 
up 10 thr .. llm .. daily by mouth. 
Tablets are unsultabM for use in chk:Iren weighlng lest 
!han 35 kg. 
Proklnln shouSd nol nonnaHy be used for long. than 
on8WHk. 
The dose should be reduoed for patients wiIh ~ 
kidney problems and reviewed reglAarty by your doctor. 
Your doctor may advise yeu 10 take )'OlI' meclclne '" a 
dm.,..ent way, 10 you lhouId a!ways foIlow your doctor', 
advice about how and when la take your mec:lic:lne and 
always read the label. " you tee! thal the affect 01 
Proklnln is 100 strong or 100 weak, talk 1O)'OlI' doc1or or 
pharmaCist. 
H anyon.takn 100 much 
If anyone takes too many Proklnln. contact a dodor or 
your nN.re&t Accldenl and Emergency departmenl 
(ClouaJ'Y)laklng Ihiaioanot and pack wiIh yotl. = ~!o::,~~~ :::: :::: aarequirec:l fokNMg = lhe douge Instructions above carefuly, If yeu forge! to 

iiiiiiii take a dole, taka the next dose when nHded a, long 
as you do not take more than 4 tableta ln any 24 hOll 
peliod. 00 not lake a double dose. 

4- Papille alde.tr.cts 
Proklnln can have side errects. like ail medlcines. 
a/though these don't .treet everyone and are usually 
mllet 
H you uperlence eny of lM followlng, stop usIng 
th. medlctne and Hek Immediate IMdICioI t.tp: 
• FIlS or _ZUT". 
-Invokmtary movements of the face or arma and legs, 
excenive Irembllng, exc:esslve musde stlffnen or 
11NSde ....... 

· Allergie reactions Sjgns of alteroy Inc/Ude rash (such 
as hives) Ilching st'lortness of brsath, wheezing 
and/or awollen lace or neck, lJusning or falntlng. 

V.y ...... Iy (10 ...... " 1 ln 10.000 poopIo) 
- Heart rhythm disorder6, 
If Vou expertenc. Any of th. followlng. stop uslng 
lM medlclne and tafk ta your doctor: 
Common (Iou _lin 10 _10) 
• Dry mouth. 
Uncommon (5eM th ... 1 ln 100 people) 
- AnxIeIy. 
- Lou of Interest in MX or dlminished intarnt ln sax. 
- Sleepinns or headacha. 
·Dlarrhea. 
• Rash Of itchIness, 
- Palnful or tender breasts. 
• Mill: discharge trom bream 
- A genetal feeling 01 'MakMss. 
- Stop ln menstruaj periods, 
eth_ sicle .tf8cta whlch DCcur but h la unknown 
howoft ... : 
-Hives. 
- Agitation or Nervousnns. 
- Eye mowment disorder, 
- Inabllity te urinate. 
- Swohn brautI (......, ln m.,). 
- Changes in certain labofatory test results. If you have 

a bIood test to check your Iver fundion tel your dodor 
or nu,.. that you arelaklng ProkInin. 

Domperidone may be asaocIated with an illClW8sed risk. 
of heart rhythm dlsorder and cardlac arrnt. TNs risk 
may be more Ikely in thoN over eo years oId or taking 
doMs higher than 30 mg par dey. Oomperidone should 
be uled at the Iowest effective dou in adults and 
chHdren, 
Soma palllnts who have been presaibed dompelidone 
for conditions and dosages requiring medcal overs'ight 
hava experienced the tollowing unwanled eHects; 
AeStinsne .. : swoIlen or enlarged brealhl, unuaual 
discharge from breaslS, irregular menstrual periods ln 
woman, difficulty breast-feec:llng, deprnslon, and 
hype_sllMIy. 
If )'OU expeI'ienoe any side effects no! inctuded in this 
lunet or are nol sure about anythlng, talk ta your 
doctor or phannadsL 

5. How la staN Proldnln 
Keep out of reach of children. 
Siore beIow 30-0. 
Proklnln Oral Suspension: 
Alter openIng. it 8houId be used within lNee months. 
Ck>se the botde IIghdy alter opening, and store il in the 
original pack, 
Do no! use beyond the expiry date or if the product 
shows any sign of deteriofatlon, 

•• Furth.InformaUon 
What Proldnln contaln.: 
Proldnln Tablets: 
Each film coe.ted tablet contalns· tO mg domperldona, 
Ex~: CelluIooe, sodium 1aL<YI sulphate, _ 
sINcan dioxide, croscarmelosa sodium, magnesium 
stearate, HPMC, poIyethylenegtyçol, swnelhlcone, talc, 
and Et7t. 
Proklnln Oral Suspenalon: 
Each 5 ml centains: 5 mg domperidone. 
excipients: Microcrystalline celulose, catboxymethyl 
cellulose sodium, methylparaben, propylparaben, 
sorbitol, polyoxyl 40 hydrogenalecl caatOl' 01, saccharin 
somW'll, lemon flavor, and slrnathicone, 

Presentations: 
ProIdnln Oral Suapens&on: BottIe of 180 ml. 
Proklnln Tablets: Packs of 30 Film Coalecl Ta~. 
Hospital packs ara avallabla. 

Ta NpOrt Any skHI ettect(s}: 
• Saudi Ara": 
NalmaJ Pharmacovigilance and Drug Safety Cent.r 
(NPCI 
Fax; +968-11-205-7882 
CIII NPC at +96&-tl·2038222 
Exts; 2317-2358-2353-2354-2334-2340 
ToD free phone: 8002490000 
E-mail: npc.drug.sI.de.gov ... 
Website: www.sfda.gov.saInpc 
-OthorGCC_: 
PIeue contac:t the r.evant competent authority. . .. ~ 
·MIdc_ ... procKt'Mlidl .. tctlyoathMII.ndaCUlIUIIIpIcIn 
oorcr.y"~Ia~Iarrcu. 

.StriIo:tI)o 1"'- .,. doc&or .• fHKlIpIIM. ... m.tlod 01 UN .,4 ... 
~cf"'pMorMocill'llhowdd ... 1Ndic....-.L 

.~ doctor.,.., ... pI'I~II'I •• RpI'Ib 1\ m ....... a '*"""'b ....... 

. DoMlby1GlfNlf1nlM\lfll"'pModcfNalMnl: p...:llb«llorrcu. 

. Donct,.,.. ... _p-eICtIpIanYtoiflaolcon..,.rcudol:klr. 
K.., ............. I.-...,~ 

CI.VICIIaf~HNIII~''''''''''af''''''~ 

Tta~~ ..... ~by .. SaldFoodWldOlug~ 

~~ 

~ ........ - .. , ~! 
TAIIlJK PHARMACEUT1CAL UANUFACT\lAWO CONPNtY, 
p.o. Bu am. TAllUK-8AUOI ARMA. 
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