
Labatine® 
MemanUne hydrochloride 

./ 
Composhlon 

!~ ~;~~ ~=ti~;~ !!rc:!~~8. Each tablet contains 10 mg or 20 mg 01 memanline hydrochloride equivalent to 

The otner'lngradientS are: 

;~:~~~he table ;.16cIose monohydrate, oollulose microcrystalline, crospovidone type B, silica colloidal anhydrous, magnesium 

c6atin f the tablet: hypromellose, titanium dioxide (EI7,), Iron oxide red (E,72) (only 20 mg mm-coated tablets). macrogol 400. 

Pharmaceutical Form 
Film coated tablets. 

Mechanism of Bctlon 
Labatine belongs to a group of medicines known as anll-dementia medicines. 
Memory loss In Alzheimer's disease is due to a disturbance of message signals In the brain. The brain contains so-called N-methyl-D­
aspartate (NMDA).receptors that are involved In transmitting nerve signals Important In learn ing and memory. Labatine belongs to a group 
01 medicines called NMDA-receptor antagonis.ts. Labatine acts on these NMDA-receplors improving the transmission of nerve signals and 
the memory. 

therapeutic Indication 
Labaline Is used lor the treatment of patients with moderate to severe Alzheimer 's disease. 

Posology and method of admi n istration 
Always take this medicine exactly as your doctor has told you. Check with your doctor or pharmacist il you are not sure. 
Dosage 
The recommended dose of Labatine for aduhs and elderly patients is 20 mg once a day. 
In order to reduce the risk of side effects th is dose is achieved gradually by the following daily treatment scheme. For up-titration other 
tablet strengths are available. 

Week 1 

Week 2 

Week 3 

han a 10 mg lablet (5 mg) 

one 10 mg tablet 

one and a ha" .10 mg tablet (15 mg) 

Week 4 and beyond two 10 mg tablets OR one 20 mg tablet once a day 

At the beginning of treatment you will start by using a half fi lm-coated tablet once a day (1x5 mg) for the first week. This dose will be 
Increased weekly by 5 mg unti l the recommended (maintenance) dose Is reached. The recommended maintenance dose Is 20 mg once a 
day. which Is reached at the beginning of the 4th week. 
Dosage In patien ts w ith Im paired k idney function 
If you have impaired kidney function, your doc:tor will decide upon a dose that suits your condition. In this case , monitoring of y.our kidney 
function should be perlormed by your doctor ett specified intervals. 
Admin istration 
Labatlne should be administered orally once Cl day. To benefit from your medicine you should take it regularly every day at the same l ime 
at the day. Tho tablets should be swallowed with some water. The tablets can be taken with or without toad. 
Duratio n of treatm ent 
Continue to take Labatlne as long as it is of bonelillo you. Your dOCtor ShOUld assess your treatment on a regular basis. 

Conlralndlcatlons 
If you are allergic to memantlne or any of the other ingredients of this medicine. 

Special warn ings and precautions for use 
Talk 10 your doctor belore taking Labatlna: 
• 11 you have a h istory 01 epileptic seizures 
• If you have recently experienced a myocardial infarction (heart attack), or It you are sultering from congestive heart failure or from an 

uncontrolled hypertension (high blood pressure). 
In these situations the treatment should be carefUlly supervised. and the ctlnlcal benefit of Labatine reassessed by your doctor on a regular 
basis. 
If you suffer Irom renal Impairment (kidney problems), your doctor should closely monitor your kidney function and If necessary adapt the 
Memantine doses acoordingly. 
The use of medicinal products called amantadine (for the treatment of Parkinson's disease), ketamine (a substance generally used as an 
anaesthetic). dextromethorphan (generally used to treat cough) and other NMDA-antagonists at the same time should be avoided. 
Children and adolescents 
Labatlne Is not !'&commended for children ancl adolescents under the age of 18 years. 

InteractIons w ith other medicInes and OthEIf forms of InteractIon 
Tell your doctor or pharmacist If you are takln~l, have recently taken or might take any other medicines. 
In particular, Labatlne may change the affects of the fo llowing mediCines and their dose may need to be adjusted by your doctor: 

amantadine. ketamine, dextromethorphan 
dantrolene, baclOlen 
clmetldlne, ranltldlne, procainamide, quinidine, quinine, nicotine 
hydrochlorothiazide (or any combination w ith hydrochlorothiazide) 
anticholinergics (substances generally used to treat movement disorders or Intestinal cramps) 
anticonvulsants (substances used to prevent and relie.v.e seizures) 
barbiturates (substances generally used to induce sleep) 
dopaminerglc agonists (substances such as L-dopa, bromocriptine) 
neuroleptics (substances used in the treatment of mental disorders) 
oral anticoagutants. 

If you go inTO hospital. tet your doctor know that you are taking Labatlne. 
Labatine with fOOd and drink 
you stlould Inlorm your doctor If you have recently Changed or intend to change your diet substantially (e.g. from normal diet to strict 
vegetarian diet) or If you are suffering from states of renal tubulary acldosls (RTA. an Qxcess of acid-forming substances In tne bloOl:l Clue 
10 renal dysfunction (poor kidney function» or severe Infections of the urinary lract (structure that catTies urine), as your doctor may need 10 

adjust the dose of your medicine. 

Pregnancy and breast-feeding 
11 you are pregnant or breast-feeding. think you may be pregnant or are planning to have a baby, ask your doctor or pharmacist for advice 
b.elore taking this medicine. 
The use of Memantlne In pregnant women is not recommended. 
Women taking Labatine should not breast-feed. 

Effect on abili ty to drive and use machInes 
Your doctor will tell you whether your illness allows you to drive and to use machines safely. Also. labatine may change your reactivity. 
making driving or operating machinery inappropriate. 
Labatlne contaIns lactose 
11 you have boen told by your doctor that you have an intolerance to some sugars, contact your doctor before taking this medicinal product. 

UndesIrable effects 
Uke all medicines, this medicine can cause side effects. aHhough not everybody gels them. 
In general, the observed side effects are mild to moderate. 
Common (aHects , to 10 users in 100): 
• Headache, sleepiness, constipation, elevated liver function tests, diulr'l9ss, batance disorders, shortness of breath, high blood pressure 

and drug hypersensitivity 
Uncommon (affects 1 to 10usarsin 1.000): 
• TIredness. fungallnlections, confusion, hallucinations, vomiting, abnormal gait, heart failure and venous blood clotting (thrombosis! 

thromboembolism) 
Very rare (affects less than 1 user in 10,000): 
• Seizures 
Not known (frequancy cannot be estimated from the available data): 
• Inflammation of the pancreas and psychotic reactions 
Alzhelmer 's disease has been associated Witll depreSSion, suicidal ideation and suIcide. These events have been reported in patients 
treated with Labatlne. 
11 you gat any slda effects. talk to your doctor or pharmacist. This includes any side effects not listed in this leaflet. 

Overdose 
• In general. taking too much Labatine shou ld not result in any harm to you. You may experience increased symptoms as described In 

section 5. ' Undesirable effects". 
• If you take a large overdose of Labatine, contact your doctor or get madlcal advice, as you May need medical aUention. 
11 you forget to take Labatlne 
• If you Ilnd you have lorgonen to take your dose 01 Labatine. wait and take your next dose at the usual time. 
o Do not take a double dose to make up for a lorgonen dose. 
If you have any lurther questions on the use of this medicine, ask your doctor or pharmacist. 

SpecIal p recau tions for storage 
Store below 30 GC. 
Keep thIs medicine out of the sight and reach of children. 
Keep blisters In the ouler carton in order to protect from Ught. 
Do not use this medicine after the expiry date which is stated on the blister and carton. The expiry date refers to the last day of that month. 

Nature and contents of the pack 
Labatlne 10 mg film-coated tablets are oblon~l. biconvex. 9.5 x 4.5 mm tablets. white or almost white. with score line; after breaking colour 
of teblat core IS white or elmost white. The tablets can 00 divided Into equal doses. 
Labatine 20 mg film-coated tablets are oblon~l . biconvex, 12.5 )( 5.6 mm tablets. pink with narrowing and with bilateral score l ine; atter 
breaking colour ot tablel core is white or almost white. The tablets can be divided into equal doses. 

PresentatIons 
labatine~ 10 mg : 14. 26. 30. 42. 49. 50. 56, 70. 64. 96, 100, 100. 112 fi lm-coated tablets. 
Labatlne'" 20 mg: 14. 26. 42. 49. 56. 70, 64. 98. 100. 112lilm-coated tablets. 
Not all pack sizes may be marketed. 
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THIS IS A MEDICAMENT 


