Vzorové SPC a PIL schvalené PHVWP pro pripravky obsahujici
citalopram

SmPC - citalopram 10, 20, 30 and 40 mg tablets

4.2 Posology and method of administration

Depression
Adults:

Citalopram should be administered as a single oral dose of 20 mg daily.
Dependent on individual patient response, the dose may be increased to a maximum of 40 mg daily.

.)

Panic disorder

Adults:

A single oral dose of 10 mg is recommended for the first week before increasing the dose to 20 mg daily.
Dependent on individual patient response, the dose may be increased to a maximum of 40 mg daily.

.)

0ocCD

Adults:

An initial dose of 20 mg daily is recommended.

Dependent on individual patient response, the dose may be increased to a maximum of 40 mg daily.

.)

Elderly patients (> 65 years of age)

For elderly patients the dose should be decreased to half of the recommended dose, e.g. 10-20 mg daily. The
recommended maximum dose for the elderly is 20 mg daily.

.)

Reduced hepatic function

An initial dose of 10 mg daily for the first two weeks of treatment is recommended in patients with mild or
moderate hepatic impairment. Depending on individual patient response, the dose may be increased to a
maximum of 20 mg daily. Caution and extra careful dose titration is advised in patients with severely reduced
hepatic function (see section 5.2).

.)

Poor metabolisers of CYP2C19
An initial dose of 10 mg daily during the first two weeks of treatment is recommended for patients who are known

to be poor metabolisers with respect to CYP2C19. The dose may be increased to a maximum of 20 mg daily
depending on individual patient response, (see section 5.2).

.)

4.3 Contraindications

.)

Citalopram is contraindicated in patients with known QT-interval prolongation or congenital long QT syndrome.

Citalopram is contraindicated together with medicinal products that are known to prolong the QT-interval (see
section 4.5).



4.4 Special warnings and precautions for use

(-..)
QT interval prolongation
Citalopram has been found to cause a dose-dependent prolongation of the QT-interval. Cases of QT interval

prolongation and ventricular arrhythmia including torsade de pointes have been reported during the post-
marketing period, predominantly in patients of female gender, with hypokalemia, or with pre-existing QT
prolongation or other cardiac diseases (see sections 4.3, 4.5, 4.8, 4.9 and 5.1).

Caution is advised in patients with significant bradycardia; or in patients with recent acute myocardial infarction or
uncompensated heart failure.

Electrolyte disturbances such as hypokalaemia and hypomagnesaemia increase the risk for malignant
arrhythmias and should be corrected before treatment with citalopram is started.

If patients with stable cardiac disease are treated, an ECG review should be considered before treatment is
started.

If signs of cardiac arrhythmia occur during treatment with citalopram, the treatment should be withdrawn and an
ECG should be performed.

.)

4.5 Interaction with other medicinal products and other forms of interactions

.)

Contraindicated combinations

QT interval prolongation

Pharmacokinetic and pharmacodynamic studies between citalopram and other medicinal products that prolong
the QT interval have not been performed. An additive effect of citalopram and these medicinal products cannot be
excluded. Therefore, co-administration of citalopram with medicinal products that prolong the QT interval, such as
Class IA and Il antiarrhythmics, antipsycotics (e.g. fentiazine derviatives, pimozide, haloperidol), tricyclic
antidepressants , certain antimicrobial agents (e.g. sparfloxacin, moxifloxacin, erythromycin IV, pentamidine, anti-
malarian treatment particularly halofantrine), certain antihistamines (astemizole, mizolastine) etc., is
contraindicated.

Influence of other medicinal products on the pharmacokinetics of citalopram

(-..)
Cimetidine (potent CYP2D6, 3A4 and 1A2 inhibitor) caused a moderate increase in the average steady state
levels of citalopram. Caution is advised when administering citalopram in combination with cimetidine. Dose

adjustment may be warranted.

4.8 Undesirable effects



To be added in the table
Frequency unknown:

Ventricular arrhythmia including torsade de pointes

To be added below the table
(--2)

Cases of QT-prolongation and ventricular arrhythmia including torsade de pointes have been reported during the

post-marketing period, predominantly in patients of female gender, with hypokalemia, or with pre-existing QT
prolongation or other cardiac diseases (see sections 4.3, 4.4, 4.5, 4.9 and 5.1).

4.9 Overdose

(-..)

ECG monitoring is advisable in case of overdose in patients with congestive heart failure/bradyarrhythmias, in
patients using concomitant medications that prolong the QT interval, or in patients with altered metabolism, e.g.
liver impairment.

5.1 Pharmacodynamic properties

(-..)

In a double-blind, placebo-controlled ECG study in healthy subjects, the change from baseline in QTc (Fridericia-
correction) was 7.5 (90%CI 5.9-9.1) msec at the 20 mg/day dose and 16.7 (90%Cl 15.0-18.4) msec at the 60 mg
day/dose (see sections 4.3, 4.4, 4.5, 4.8 and 4.9).

PL — citalopram 10, 20, 30 and 40 mg tablets
2. BEFORE YOU TAKE <PRODUCT>

Do not take <Product>

(-..)

- If you are born with or have had an episode of abnormal heart rhythm (seen at ECG; an examination to evaluate
how the heart is functioning)

- If you take medicines for heart rhythm problems or that may affect the heart’s rhythm.

Also refer to the section “Taking other medicines” below.

Take special care with <Product>

.)

- if you suffer or have suffered from heart problems or have recently had a heart attack

- if you have a low resting heart-rate and/or you know that you may have salt depletion as a result of prolonged
severe diarrhoea and vomiting (being sick) or usage of diuretics (water tablets)

- if you experience a fast or irregular heartbeat, fainting, collapse or dizziness on standing up which may indicate
abnormal functioning of the heart rate

Taking other medicines

(-..)

DO NOT TAKE <PRODUCT?> if you take medicines for heart rhythm problems or medicines that may affect the
heart’s rhythm, e.g. such as Class IA and lll antiarrhythmics, antipsychotics (e.g. fentiazine derviatives,
pimozide, haloperidol), tricyclic antidepressants , certain antimicrobial agents (e.g. sparfloxacin, moxifloxacin,



erythromycin 1V, pentamidine, anti-malarian treatment particularly halofantrine), certain antihistamines
(astemizole, mizolastine). If you have any further questions about this you should speak to your doctor.

3. HOW TO TAKE <PRODUCT>

(-..)

How much to take

Adults

Depression

The usual dose is 20 mg per day. This may be increased by your doctor to a maximum of 40 mg per day.

Panic disorder
The starting dose is 10 mg per day for the first week before increasing the dose to 20-30 mg per day. The dose
may be increased by your doctor to a maximum of 40 mg per day.

Obsessive-compulsive disorder (OCD)
The starting dose is 20 mg per day. This may be increased by your doctor to a maximum of 40 mg per day.

Elderly patients (above 65 years of age)
The starting dose should be decreased to half of the recommended dose, e.g. 10-20 mg per day.
Elderly patients should not usually receive more than 20 mg per day.

Patients with special risks
Patients with liver complaints should not receive more than 20 mg per day.

.)

4. POSSIBLE SIDE EFFECTS
.)

If you get any of the following symptoms you should stop taking Cipramil and see your doctor immediately:

(-..)
® Fast, irregular heart beat, fainting which could be symptoms of a life-threatening condition known as
Torsades de Pointes.

e SmPC section 4.2 — citalopram 40 mg/ml oral drops

(other sections, same as for tablets)

4.2 Posology and method of administration

Depression
Adults:

Citalopram should be administered as a single oral dose of 16 mg (8 drops) daily.
Dependent on individual patient response, the dose may be increased to a maximum of 32 mg (16 drops) daily.

.)

Panic disorder

Adults:

A single oral dose of 8 mg (4 drops) is recommended for the first week before increasing the dose to 16 mg (8
drops) daily. Dependent on individual patient response, the dose may be increased to a maximum of 32 mg (16
drops) daily.

(-..)



0ocCD

Adults:

An initial dose of 16 mg (8 drops) daily is recommended.

Dependent on individual patient response, the dose may be increased to a maximum of 32 mg (16 drops) daily.

.)

Elderly patients (> 65 years of age)

For elderly patients the dose should be decreased to half of the recommended dose, e.g. 8 mg (4 drops) to 16 mg
(8 drops) daily. The recommended maximum dose for the elderly is 16 mg (8 drops) daily.

.)

Reduced hepatic function

An initial dose of 8 mg (4 drops) daily for the first two weeks of treatment is recommended in patients with mild or
moderate hepatic impairment. Depending on individual patient response, the dose may be increased to a
maximum of 16 mg (8 drops) daily. Caution and extra careful dose titration is advised in patients with severely
reduced hepatic function (see section 5.2).

.)

Poor metabolisers of CYP2C19
An initial dose of 8 mg (4 drops) daily during the first two weeks of treatment is recommended for patients who are

known to be poor metabolisers with respect to CYP2C19. The dose may be increased to a maximum of 16 mg (8
drops) daily depending on individual patient response, (see section 5.2).

.)

Method of administration

.)

Citalopram oral drops, solution have an approximately 25% higher bioavailability compared to tablets.

Consequently doses of tablets correspond to doses of drops as follows:

Tablets Solution

10 mg 8 mg (4 drops)
20 mg 16 mg (8 drops)
30 mg 24 mg (12 drops)
40 mg 32 mg (16 drops)
60-mg————48-mg{24-drops)

PL section 3 — citalopram 40 mg/ml oral drops

(other sections, same as for tablets)

3. HOW TO TAKE <PRODUCT>

(-..)

How much to take

Adults

Depression

The usual dose is 16 mg (8 drops)/(0.4 ml) per day. This may be increased by your doctor to a maximum of 32
mg (16 drops)/(0.8 ml) per day.



Panic disorder

The starting dose is 8 mg (4 drops)/(0.2 ml) per day for the first week before increasing the dose to 16-24 mg (8-
12 drops)/)(0.4-0.6 ml) per day. The dose may be increased by your doctor to a maximum of 32 mg (16
drops)/(0.8 ml) per day.

Obsessive-compulsive disorder (OCD)
The starting dose is 16 mg (8 drops)/(0.4 ml) per day. This may be increased by your doctor to a maximum of 32
mg (16 drops)/(0.8 ml) per day.

Elderly patients (above 65 years of age)
The starting dose should be decreased to half of the recommended dose, e.g. 8-16 mg per day.
Elderly patients should not usually receive more than 16 mg (8 drops)/(0.4 ml) per day.

Patients with special risks
Patients with liver complaints should not receive more than 16 mg (8 drops)/(0.4 ml) per day.

.)



SmPC section 4.2 — citalopram 40 mg/ml solution for infusion
(other sections, same as for tablets)

4.2 Posology and method of administration

Depression
Adults:

Treatment may be started with infusion therapy over 10-14 days.

Citalopram should be administered as a single dose of 20 mg daily.

Dependent on individual patient response, the dose may be increased to a maximum of 40 mg daily given as a
single dose.

.)

Elderly patients (> 65 years of age)

For elderly patients the dose should be decreased to half of the recommended dose, e.g. 10-20 mg daily. The
recommended maximum dose for the elderly is 20 mg daily.

.)

Reduced hepatic function

An initial dose of 10 mg daily for the first two weeks of treatment is recommended in patients with mild or
moderate hepatic impairment. Depending on individual patient response, the dose may be increased to a
maximum of 20 mg daily. Caution and extra careful dose titration is advised in patients with severely reduced
hepatic function (see section 5.2).

.)

Poor metabolisers of CYP2C19
An initial dose of 10 mg daily during the first two weeks of treatment is recommended for patients who are known

to be poor metabolisers with respect to CYP2C19. The dose may be increased to a maximum of 20 mg daily
depending on individual patient response, (see section 5.2).

.)

PL section 3 — citalopram 40 mg/ml solution for infusion
(other sections, same as for tablets)

3. HOW TO TAKE <PRODUCT>

(-..)

How much to take

Adults

Usually your doctor will prescribe between 20 mg and 40 mg per day.

Cipramil concentrate will be diluted in 250 ml of a suitable solution (0.9% sterile salt solution or 5% sterile sugar
solution), and then slowly introduced into your vein through a needle or tube connected to a “drip”. You will
usually receive 20 mg Cipramil per hour.

Elderly patients (above 65 years of age)
The starting dose should be decreased to half of the recommended dose, e.g. 10-20 mg per day.
Elderly patients should not usually receive more than 20 mg per day.

Patients with special risks
Patients with liver complaints should not receive more than 20 mg per day.



SPC pro citalopram tablety (10, 20, 30, 40 mq)

4.2 Davkovani a zplsob podani

Deprese

Dospéli:

Citalopram by mél byt podavan v jedné peroralni denni davce 20 mg. V zavislosti na
individualni odpovédi pacienta je mozné zvysit davku az na maximaini denni davku 40 mg.

Panicka porucha

Dospéli:

Béhem prvniho tydne je doporu€ena peroralni denni davka 10 mg, poté se davka zvysi na
20 mg denné. V zavislosti na individualni odpovédi pacienta je mozné zvysit davku az na
maximalni denni davku 40 mg.

(....)

Obsedantné-kompulzivni porucha (OCD)

Dospéli:

Doporuc€ena uvodni davka je 20 mg denné.

V zavislosti na individualni odpovédi pacienta je mozné zvysit davku az na maximalni denni
davku 40 mg.

(.

Starsi pacienti ( > 65 let)

Davka pro starSi pacienty by méla byt snizena na polovinu doporucené davky, tj. 10-20 mg
denné.

Maximalni doporucena denni davka pro starSi pacienty je 20 mg.

(...)

Snizena funkce jater

Pro pacienty s mirnou az stfedné zavaznou poruchou funkce jater je ivodni doporu€ena
denni davka 10 mg po dobu prvnich dvou tydnu 1éCby. V zavislosti na individuélni odpoveédi
pacienta je mozné zvysit davku az na maximalni denni davku 20 mg. U pacientl se
zavaznou poruchou jaterni funkce se doporu€uje opatrnost a pecliva titrace davky (viz bod
5.2).

(.

Pomali metabolizatori cytochromu CYP2C19

Pro pacienty, o nichz je znamo, Ze jsou pomali metabolizatofi enzymového systému
CYP2C19 je doporu€ena uvodni denni davka 10 mg po dobu prvnich dvou tydnu [éCby.

V zavislosti na individualni odpovédi pacienta je mozné zvysit davku az na maximalni denni
davku 20 mg. (viz bod 5.2).

(.

4.3 Kontraindikace

(-...)

Citalopram je kontraindikovan u pacientt se ziskanym prodlouzenim QT intervalu nebo se
syndromem vrozeného dlouhého QT intervalu.

Je kontraindikovano sou€asné uzivani citalopramu s lIéCivymi pfipravky, o nichz je znamo, ze
prodluzuji QT interval (viz bod 4.5).
(.



4.4 Zviastni upozornéni a opatfeni pro pouziti

(-...)

Prodlouzeni QT intervalu

Bylo zjisténo, Ze citalopram zpusobuje na davce zavislé prodlouzeni QT intervalu.

Po uvedeni pfipravku na trh byly hlaseny pfipady prodlouzeni QT intervalu a ventrikularnich
arytmii vCetné torsade de pointes a to pfevazné u zen s hypokalemii nebo s jiz existujicim
prodlouzenim QT intervalu nebo jinym srde€¢nim onemocnénim (viz bod 4.3, 4.5,4.8,4.9 a
5.1).

Opatrnost se doporucuje u pacientt se signifikantni bradykardii, nebo u pacientl s nedavno
prodélanym akutnim infarktem myokardu nebo nekompenzovanym srde¢nim selhanim.

Poruchy elektrolytové rovnovahy jako je hypokalémie a hypomagnezémie zvysuji riziko
malignich arytmii a mély by byt upraveny pfed zahajenim |éCby citalopramem.

U pacientu se stabilizovanym srde€nim onemocnénim, by se mélo pred zahajenim léCby
zvazit EKG vysetfeni.

Pokud se v pribéhu IéEby citalopramem objevi znamky srdec¢ni arytmie, [é€ba by méla byt
pferuSena a mélo by byt provedeno EKG vySetfeni.

(....)

4.5 Interakce s jinymi lécivymi pripravky a jiné formy interakce

(...)

Kontraindikované kombinace

Prodlouzeni QT intervalu

Farmakokinetické a farmakodynamické studie mezi citalopramem a jinymi IéCivymi pfipravky,
které prodluzuji QT interval, nebyly provedeny. Aditivni ucinek citalopramu a téchto 1é€ivych
pfipravkl nelze vyloucit. Proto je sou€asné podavani citalopramu a IéCivych pfipravku, které
prodluzuji QT interval, jako jsou antiarytmika tfidy IA a lll, antipsychotika ( fenothiazinové
derivaty, pimozid, haloperidol), tricyklicka antidepresiva, nékteré antimikrobialni latky ( napf.
sparfloxacin, moxifloxacin, erythromycin i.v., pentamidin, antimalarika, zejména halofantrin),
néktera antihistaminika ( astemizol, mizolastin) atd. kontraindikovano.

Vliv jinych lé€ivych pripravki na farmakokinetiku citalopramu

(-...)

Cimetidin (silny CYP2D6, CYP3A4 a CYP1A2 inhibitor) zpUsobil mirné zvySeni primérné
hladiny citalopramu v ustaleném stavu. Pfi podavani citalopramu v kombinaci s cimetidinem
se doporuduje opatrnost. MUze byt nutné upraveni davky.

4.8 Nezadouci ucinky

K doplnéni do tabulky:
Frekvence: neni znamo (z dostupnych udaji nelze urcit)
Ventrikularni arytmie vCetné torsade de pointes

K doplnéni pod tabulku

(.

Po uvedeni pfipravku na trh byly hlaseny pfipady prodlouzeni QT intervalu a ventrikularnich
arytmii vCetné torsade de pointes, pfedevsim u zen s hypokalémii nebo s jiz existujicim
prodlouzenim QT intervalu €i jinym srde€nim onemocnénim (viz bod 4.3, 4.4,4.5,4.9a 5.1).

4.9 Predavkovani



(...)

U pacientd s méstnavym srdecnim selhanim/bradykardii, u pacientu, ktefi sou€asné uzivaji
léky, které prodluzuji QT interval nebo u pacientd s naruSenym metabolismem, napf. s
jaternim poskozenim se v pfipadé pfedavkovani doporucuje monitorovat EKG.

5.1 Farmakodynamickeé vlastnosti

(.

V dvojité zaslepené placebem kontrolované EKG studii u zdravych dobrovolnikl byla zména
oproti po¢ate¢ni hodnoté QTc (méfena s korekci dle Fridericia) 7,5 (90% CI 5,9-9,1) msec pfi
davce 20 mg/den a 16,7 (90% CI 15,0-18,4) msec pfi davce 60 mg/den ( viz bod 4.3, 4.4,
45,48a4.9).

PIL pro citalopram tablety ( 10, 20, 30, 40 mqg)

2. Cemu musite vénovat pozornost, nez zacénete < ndzev pfipravku > uzivat
Neuzivejte < nazev pfipravku >
(.
e Pokud mate vrozenou poruchu srdecniho rytmu, nebo pokud jste nékdy v minulosti
mél/a poruchu srde¢niho rytmu (tyto poruchy Ize rozpoznat EKG vySetfenim, toto
vySetfeni vyhodnoti, jak srdce funguje)

e Pokud uzivate lIéky na poruchu srdecniho rytmu nebo Iéky, které mohou srdecni
rytmus ovlivnit.
Viz také bod nize ,Vzajemné pusobeni s dalSimi léCivymi pripravky*

Zviastni opatrnosti pfi pouziti <pfipravku X> je zapotfebi
(.
e Pokud mate, nebo jste nékdy v minulosti mél/a problémy se srdcem, nebo pokud jste
v nedavné dobé prodélal/a srde¢ni zachvat

e Pokud mate v klidu pomaly srdecni tep a/nebo pokud vite, ze mizete mit nedostatek
soli jako dusledek dlouhotrvajiciho tézkého prajmu a zvraceni nebo jako dusledek
pouzivani diuretik (moCopudnych Iéku).

o Pokud budete mit rychly nebo nepravidelny srde¢ni tep, mdloby, kolaps nebo zavraté
pfi vstavani, muze to ukazovat na poruchu srde¢niho rytmu.

Vzajemné pusobeni s dalsimi IéCivymi pfipravky
(.

NEUZIVEJTE <NAZEV PRIPRAVKU> pokud uzivate léky na poruchu srdeéniho rytmu nebo
léky, které mohou srdecni rytmus ovlivnit, napf. antiarytmika tfidy IA a Ill, antipsychotika
(napf. fenothiazinové derivaty, pimozid, haloperidol), tricyklicka antidepresiva, nékteré
antimikrobialni latky (napf. sparfloxacin, moxifloxacin, nitrozilni erythromycin, pentamidin,
antimalarika, zejména halofantrin), néktera antihistaminika ( astemizol, mizolastin).

Mate-li jakékoli dalSi otazky, mél/a byste se poradit se svym |ékafem.

3. Jak se < nazev pripravku > uziva

(.

Davkovani

Dospéli

Deprese

Obvykla davka je 20 mg denné. Vas lékaf mize zvySit davku az na maximalné 40 mg denné.



Panicka porucha
Zahajovaci davka je 10 mg denné po dobu prvniho tydne, poté se davka zvysi na 20-30 mg
denné. Va$s lékai muze zvysit davku az na maximalné 40 mg denné.

Obsesivné-kompulzivni porucha (OCD)
Zahajovaci davka je 20 mg denné. Vas |ékaf muze zvysit davku az na maximalné 40 mg
denné.

Starsi pacienti (nad 65 let)
Zahajovaci davka by méla byt sniZzena na polovinu doporucené davky, tj. 10-20 mg denné.
Starsi pacienti by obvykle neméli dostat davku vy3Si nez 20 mg denné.

Pacienti se zvlastnim rizikem
Pacienti s onemocnénim jater by neméli dostat davku vyssi nez 20 mg denné.

(...)

4. Mozné nezadouci ucinky

(-...)

Pokud se u vas objevi kterykoli z nasledujicich pfiznaku, pfestante uzivat < nazev pfipravku
> a okamzité navstivte svého Iekare.

(.
e Rychly, nepravidelny srde¢ni tep a mdloby, které mohou byt pfiznaky zivot
ohrozujiciho stavu znamého jako torsade de pointes.

SPC pro citalopram 40 mg/ml peroralni kapky, roztok

Bod 4.2 (ostatni body jsou stejné jako u tablet)

4.2 Davkovani a zplsob podani

Deprese

Dospéli:

Citalopram by mél byt podavan v jedné peroralni denni davce 16 mg (8 kapek).

V zavislosti na individualni odpovédi pacienta je mozné zvysit davku az na maximalni denni
davku 32 mg (16 kapek).

Panicka porucha

Dospéli:

Béhem prvniho tydne je doporu€ena peroralni denni davka 8 mg (4 kapky), poté se davka
zvysi na 16 mg (8 kapek) denné. V zavislosti na individualni odpovédi pacienta je mozné
zvysit davku az na maximalni denni davku 32 mg (16 kapek).

(...)

Obsedantné-kompulzivni porucha (OCD)

Dospéli:

Doporu¢ena uvodni davka je 16 mg (8 kapek) denné.

V zavislosti na individualni odpovédi pacienta je mozné zvysit davku az na maximalni denni
davku 32 mg (16 kapek).

(.

Starsi pacienti (> 65 let)




Davka pro starSi pacienty by méla byt sniZzena na polovinu doporu¢ené davky, tj. 8 mg (4
kapky)-16 mg (8 kapek) denné.
Maximalni doporu€ena denni davka pro starSi pacienty je 16 mg (8 kapek).

(....)

Snizena funkce jater

Pro pacienty s mirnou az stfedné zavaznou poruchou funkce jater je ivodni doporucena
denni davka 8 mg (4 kapky) po dobu prvnich dvou tydnu Ié€by. V zavislosti na individualni
odpovédi pacienta je mozné zvysit davku az na maximalni denni davku 16 mg (8 kapek). U
pacientd se zavaznou poruchou jaterni funkce se doporucuje opatrnost a pecliva titrace
davky (viz bod 5.2)

(...)

Pomali metabolizatori cytochromu CYP2C19

Pro pacienty, o nichz je znamo, Ze jsou pomali metabolizatofi enzymového systému
CYP2C19 je doporu€ena uvodni denni davka 8 mg (4 kapky) po dobu po dobu prvnich dvou
tydna 1éCby. V zavislosti na individualni odpovédi pacienta je mozné zvySit davku az na
maximalni denni davku 16 mg (8 kapek). (viz bod 5.2)

(-..r)

Zpusob podani

(-...)

Citalopram peroraini kapky, roztok ma pfiblizné o 25% vysSi biologickou dostupnost ve
srovnani s tabletami.

V dusledku této skute€nosti davkovani tablet odpovida davkovani kapek nasledovné:

Tablety Peroralni kapky, roztok
10 mg 8 mg (4 kapky)

20 mg 16 mg (8 kapek)

30 mg 24 mg (12 kapek)

40 mg 32 mg (16 kapek)

PIL pro citalopram 40 mg/ml peroralni kapky, roztok

Bod 3(ostatni body jsou stejné jako u tablet)

3. Jak se < nazev pripravku > uziva

(-...)

Davkovani

Dospéli

Deprese

Obvykla davka je 16 mg (8 kapek)/ (0,4 ml) denné&. Vas Iékai muze zvysit davku az na
maximalné 32 mg (16 kapek)/ (0,8 ml) denné.

Panicka porucha

Zahajovaci davka je 8 mg (4 kapky)/ (0,2 ml) denné po dobu prvniho tydne, poté se davka
zvysi na 16-24 mg (8-12 kapek)/ (0,4-0,6 ml) denné. Vas Iékaif muze zvysit davku az na
maximalné 32 mg (16 kapek)/ (0,8 ml) denné.

Obsesivné-kompulzivni porucha (OCD)
Zahajovaci davka je 16 mg (8 kapek)/ (0,4 ml) denné. Vas |lékaf maze zvySit davku az na
maximalné 32 mg (16 kapek)/ (0,8 ml) denné.



Starsi pacienti (nad 65 let)
Zahajovaci davka by méla byt sniZzena na polovinu doporucené davky, tj. 8-16 mg denné.
Starsi pacienti by obvykle neméli dostat davku vy$Si nez 16 mg (8 kapek)/ (0,4 ml) denné.

Pacienti se zvlastnim rizikem
Pacienti s onemocnénim jater by neméli dost davku vyssi nez 16 mg (8 kapek)/ (0,4 ml)
denné.

(....)

SPC pro citalopram 40 mg/ml koncentrat pro pripravu infuzniho
roztoku

Bod 4.2 (ostatni body jsou stejné jako u tablet)

4.2 Davkovani a zplsob podani

Deprese

Dospéli:

LéCba muze byt zahajena infuzni terapii trvajici po dobu nejdéle 10-14 dni.

Citalopram by mél byt podavan v jedné denni davce 20 mg.

V zavislosti na individualni odpovédi pacienta je mozné zvysit davku az na davku maximalné
40 mg denné podavanou v jediné davce.

Starsi pacienti (nad 65 let)
Zahajovaci davka by méla byt sniZzena na polovinu doporucené davky, tj. 10-20 mg denné.
Doporucena maximalni denni davka pro starSi pacienty je 20 mg.

(....)

Snizena funkce jater

Pro pacienty s mirnou az stfedné zavaznou poruchou funkce jater je ivodni doporu¢ena
denni davka 10 mg. V zavislosti na individualni odpovédi pacienta je mozné zvysit davku az
na maximalni denni davku 20 mg. U pacientl se zavaznou poruchou jaterni funkce se
doporucuje opatrnost a pecliva titrace davky (viz bod 5.2)

(....)

Pomali metabolizatori cytochromu CYP2C19

Pro pacienty, o nichz je znamo, Ze jsou pomali metabolizatofi enzymového systému
CYP2C19 je doporu€ena uvodni denni davka 10 mg po dobu po dobu prvnich dvou tydnu
lécby. V zavislosti na individualni odpovédi pacienta je mozné zvysit davku az na maximalni
denni davku 20 mg. (viz bod 5.2)

(.

PIL pro citalopram 40 mg/ml koncentrat pro pripravu infuzniho
roztoku

Bod 3(ostatni body jsou stejné jako u tablet)

3. Jak se < nazev pripravku> uzZiva
Davkovani
Dospéli



Deprese
Obvykle vam lékaF predepiSe davku mezi 20-40 mg denné.

Koncentrat <nazev pfipravku> se fedi v 250 ml vhodného roztoku (0,9% sterilni solny roztok
nebo 5% cukerny roztok) a poté se pomalu zavadi do Zily jehlou nebo kanylou. Obvykle
dostanete 20 mg <nazev pfipravku> za hodinu.

Starsi pacienti (nad 65 let)
Zahajovaci davka by méla byt sniZzena na polovinu doporucené davky, tj. 10-20 mg denné.
Starsi pacienti by obvykle neméli dostat davku vy3$Si nez 20 mg denné.

Pacienti se zvlastnim rizikem
Pacienti s onemocnénim jater by neméli dostat davku vyssi nez 20 mg denné.

(....)





