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1. Composition
Loperamide hydrochloride 2mg per tablet. For ingredients see Section 9 »

Imodium

INSTANTS

loperamide

5. Contraindications
Do not take this medicine...

@

7. Possible side-effects
Imodium mmmﬁs can have side-effects, like all medicines, although these don't affect everyone and

= Ifyou have a known hypersensitivity to loperamide hydrochloride or to any of
Ifitis for a chitd under 12 years old.
If you have a flare up of an inflammatory bowel condition like uicerative colitis

= If you have acute dysentery, the symptoms of which may include blood in your stools and a

= If you have bacterial including Shigella
and

= Ifyou have pseudomembranous cofiis associated wit the use of broad-Spectrum antbiotics.
If any of these apply to you, get advice from a doctor or pharmacist without taking Imodium Instants.
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Table 1 displays ADRs that have been reported with the use of loperamide HCI from either clinical
trial {acute diarrhoea) or post marketing experience.

2. Pharmaceutical Form mwmummmmmmmwummmmmw Table1: Adverse Drug Reactions
Imodium Instants are white to off-white, orodispersible (dissolve in the mouth),circular, "ﬁ"“mﬁ‘m‘m including ileus, megacdﬂﬂ and toxic megacolon. Imodium Instants must e
freeze-dried tablets e be when leus, P — . o
3. Indications 6. Spemal Wa;:lngs;end pma:ﬁ{l‘(ﬂg{mr ute dienthoea, your body can lose (Z110010 <1710y (21100010 <1A100)  (21/10,000 to <1/1,000); and
This medicine is used to treat sudden short-lived (acute) attacks of diarrhoea in adults and ¥mip 110,
chidren agec 12 years and over. tcan oo be used o eat Giahoea associated with incble | E10% amaurs of fudsand sas. Tou vl eed gﬂ%mm’ G oqchudtanisal | | s il
Bowel Syndrome (IBS) in adults aged 18 years and over after your doctor I y Perlo important in young c! n mmmr o
suffering from this condition. mwmﬂ d‘m powiders (known as epl Disorders Anaphylactic reaction
Kmx;?rm"ﬂﬂm‘;ﬁm efore you usa this macicine Since persistent diarthoea can be an indicator of potentially more serious conditions; Imodium Instants WME! aeciad
eep L you mig o should not be used for prolonged periods untl the underlying cause of the diarthoea has been S . i ke
4. Dosage: investigated. petd Headec mnumr “me za
Check the table below to see how many tablets to take. Talk to your doctor o pharmacist... Degressedievel of
w Peel back the lid and tip the tablet out Do not push the tablet through the lid. " wmmnmmhme&anammmmmwmmm
Place the corect number of tabilets on the tongue. The tablets dissolve quickly, sa you don't = Ifyou have AIDS and you Iy i
need water to swallow them. Do not chew. tablets i mmummmm Tnaemmwmmdmwmhm Coordination abrormality
For oral use only. mmwm?“acmmmohmnmr patients with infectious coiiis from bath viral and bacterial
th s shown in the table. Pﬂ"'ﬂﬂﬂ'ﬁ loperamide " Jcicaton
Do, pek e e 0 s 080 30 oI ummmnmmmmmmm Although no phamacokinetic data are Sysiom (rgan Clask Iehlen SacOinimon Fare
@ Adults and children 12 years and over with hepatic Imodium Instants should be Used with caution because Eye Disorters Wosks®
To treat sudden short-lived (acute) diarrhoea: of reduced first pass metabolism, as it may result in a retative overdose leading to CNS toxicity. W Constipation Abdorminal pain llews* kﬂﬂum&w
Age: Dowe: [ Ywmmmlmbrdwﬁwmhmﬂmmmmmmmmbymr Flatuence M““m' ""m fnckdng
- - doctor. If your symptoms change or your dianthoea lasts for more than 2 weeks you should Axominal pain Upper Gossodynia Abdominal
Adutts and children Take 2 tablets (4mg) initially, followed by 11ablet (2mg)  Your doctor. distension
aged 12 years and over after each loose stool Irlleracuons with other Medicinal prodm:is % Skin and Rash Bullous eruption* fnciuding
Non-clinical data have shown P- in substrate. Stevens-Jolnson syndiome,
= The usual daily dose Is 3-4 tablets (5mg-8mg) mmmoilopermde(wmg ngedose) mmm or ritonavir, which are both Tissue Disorders Toxic: spidermal necrolysis
= If symptoms persist for more than 24 hours talk to your doclor Pwmmmwwdmazwefudmmembpemmmwdmm . | and Erytherma miuiforme)
= Do not take more than 8 tablets (16mg) in any 24 hour period relevance of this with P-glycop inhibitors, when is given Angiaedema’
© Adults aged 15 yeara and-aver . mwmmaﬂw:sﬂahonofkmu amide (4 mg single dose) and itraconazole, anut)ibnomf Renal and Urlnary mm
To treat Diarrhoea amiclalsd with Irritable Bowel W rewm in .3 o 4 fold ncrese in operamide plasma concentratons Disordters
Syndrome already di d by a doctor: the same. a m increased by i 2 fold. The General Disorders
Age: Dose: mﬂtﬂma#bdlmmmpeakmmﬁ and Adminisiration Fatigue*
o =R bwmmmat&m{é%mmmm;ﬁwm M\mmwemmﬂmwm Site Conditions
Adults years {ablets (4mg) initially. central nenvous system effects as measure psychomotor ie. subjective
and over Further loose stools may be controlled by taking WRDUS!MSHMMTM ki s el o focuerxy b estimaed Ko al crical vk Wit
Tor 2 tablets depending on the severity of 1 The of (lﬁn\gsirueﬂme)muemm an inhibitor for e,
your symptoms. MQ‘MWPWM resulted in a 5 fold increase in loperamide plasma concentrations. This
increase was not effects as measured by pupiliomelry. Iiymupenemaawsnde -effects not included in this leafiet or are not sure about anything, talk to
= The usual dally dose s 2-4 tablets (4mg-8mg) Concomitant reatment dwi'mﬁmnrmmdmaﬁddme&u in plasma your doctor or pharmeacist
= Do not take more than 8 tablets in any 24 hour period wmmmsprmm»dwwmmmw ity.
-lfymtsympbnudw orlfmdhnmeaoewnrmﬂm mmmmmgmmm properties may potentiate loperamide’s wmmedoverdnse (including retative wmmummmmm) CNS
24 hours, talk fo your doctor. e!fnclmdmdmgs accelerate naltrmtmnecreasemeﬂm

This medicine is not recommended for children under 12 years old.
Elderly:

+ No dose adjustment is required for the elderly
Rc!li!l impairment:

No dose adjustment is required for patients with renal impairment.
Hepah: impairment:

Athough no pharmacokinetic data are available in patients with hepatic impairment, Imodium
mmmmmedwmauﬂmmwcnpammmedmansmsm
Method of Administration

Oral Use. Allow tablet the bongug

No need to use water.

If you are pregnant or breast-feeding
Safety in human pre has not been established. As with other d it is not advisable to
administer bpcmnmpregrm‘ especially during the first trimoEsbrlgf' Ask your doctor or
pharmacist for advice before taking this medicine if you are pregnant, think you are pregnant or
planning to become pregnant.
mmmmmm#wuwebrm feeding as small amounts may get into your milk. Talk to
your dactor about a suitable rea
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Tespiralory depression), mwmwmymmmwlmmmrmmm
with hepatic djsfuncbon may be more sensitive to CNS effects.
rllmntlfayrmmofwemcsemcw naloxons can be given as an antidote. Since the duration
of action of mnu‘malnahmuma‘ hours), repeated treatment with
mmmmbenﬁ(med hefmveyou be monitored closely for at least 48 hours in
order to detect any possibk

8. Pharmacological Pruper!ms
e Progiin

ATC Code: AO7DA

Loperamide binds to the apiate receplor in the gut wall, reducing propulsive peristalsis and increasing
intestinal transit time. Loperamide increases the tone of the anal sphincter.

®
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Loperamide is from the gut, but is almost completely extracted and
mmmwmenswwmmwmvammleDuem\shgnafﬁmywme
gut wall and its high first pass metabokism, very litte loperamide reaches the systemic circulation.
= Preclinical Safety Data

Not Appiicable
9. List of Ingredients

is: Loperamide 21mg per tablet
Other ingredients are: Getatin, mannitol, aspartame, mint flavour and sodium hydrogen carbonate.
Not Applicable
= Sheif Life
24 months

Keep the product out of the reach and sight of children

Store in original package at or below 30 °C

Unless instructed nﬂmrwns&dnmtdsmmdumm medicines by emptying them into your sink,
foilet or Storm dr;

L] mwc«mumm

Al-aluminum blister packs of 6, 12, 18, and 24 tablets in printed cardboard cartons. Not all pack sizes
may be marketed

The ail-aluminum blisters are made from paper, PET, aluminum, PVC and polyamide.
Pﬂmlﬂ. nse holder:

MeNeil Products Lid, Park Way,
Manufacturer:

Catalent UK Swindon Zydis Limited, Frankland Road, Blagrove Swindon Wiltshire SNS 8RU, UK
Marketing Authorisation Number PL 15513/0346

Berkshire, SL6 3UG, UK.

Date of First isati of tion 16/12/2008
This leaflet was partly revised July 2011
Imodium is a registered trade mark.
Mc Neil products Ltd.
THIS IS A MEDICAMENT
is a product your health, and its consumption contrary to instructions

" mmmmmmms prescription, the method of use and the instructions of the pharmacist
s The doctor and pharmacist are experts in the use of medicines, its benefits and risks.

+ Da not by yourse!f interupt the period of treatment prescribe for you.

+ Do not repeat the same prescription without consulting your doctor.
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