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Rx Thuiic bdn theo don

CII\ASAV 10

THANH pTTAx

- Citalopram hydrobromid tuong duong
Citalopram l0 mg

I vi€n- T6 duoc vrla thi

(Lactose monohydrat, cellulose vi tinh thii tOt, tintt
bQt bi€n tinh, natri croscarmellose, povidon Kj0,
magnesi stearat, silic dioryd keo, hypromellose 606,
polyethylen glycol 6000, talc, titan dioxyd)

DANG nAO CUE
Vi6n ndn bao phim

DUqC LT/C HQC
Cs ch6 t6c dQng cria citalopram hydrobromid nhu mQt

thu6c ch5ng trAm cim vd dugc cho ld c6 li6n quan drSn

hoat tinh cta serotonin hong hQ thAn kinh trung uong
(CNS: Cenrral Nervous System) khi fc ch6 tai h6p thu
serotonin (5-HT) cta CNS. C6c tht nghiQm in vitro vd

in yiyo d dQng vflt cho th6y citalopram li chdt tc ch6

chgn lgc cao sU t6i h6p thu serotonin (SSzu = Selective

Serotonin Reuptake lnhibitor) vd inh huong r6t nh6 d6n

sg t6i h5p thu norepinephrin (NE) vd dopamin (DA) cta
t6 bao thAn kinh. Khd ndng dung npp tc chii h6p thu 5-
HT kh6ng xiy ra trong thdi gian ddi (14 ngdy) khi cho

chuQt c6ng uiing citalopram. Citalopram ld mQt h6n hqp

d6ng ph6n racemic (50/50) vd sg tc ctrti tai h6p thu 5-

HT cria citalopram cht ytSu ld do ch6t ddng phdn (S).

Citalopram kh6ng c6 hoic c6 6i lUc rAt th6p vdi c6c thg

th6 5-HTIA, s-HTz{, dopamin D1 vir D2, vd o1, cr2 vd B,

histamin Hr, gamma aminobutyric acid (GABA),

cholinergic muscarinic vd benzodiazepin. Sg A6i rurang

c6c thq thti muscarinic, histaminergic vd adrenergic

dugc cho li c6 li€n quan tdi t6c dung kh6c nhau cta
thuiSc kh6ng cholinergic, thu5c an thAn vd 6nh hudng

<t6n tim mqch cria c6c thu5c hudng thAn kh6c.

DIJSC DQNG HQC
Dugc tlQng hqc li6u don vi da li6u cria citalopram tuyi5n

tinh vd ti l0 thu6n trong khodng lidu dirng 10-60

mglngdy. si6n d6i sinh hgc cria citalopram chi yiiu xiy
ra d gan, thdi gian b6n thii trung binh khodng 35 gid.

Vdi liAu d[ng m6i ngdy mQt ldn, ndng dQ thui5c trong

huyi5t tuong tlat dugc tr4ng th6i 6n dinh trong khodng

mQt tuAn. d trpng th6i 6n dinh, mrlc dQ tich tu cta
citalopram trong huy6t tu*g, dga tr€n c6c chu k! b6n

16, dg kitin s€ gAp 2,5 lAn so v6i n6ng dQ thu6c trong

huyiit tuong sau khi nhfln mQt li6u duy nh6t.

H6p thu vi ph6n b5

Sau khi ui5ng mQt li6u duy ntr6t +o mg citalopram, n6ng

d0 dinh trong m6u d4t vdo khoing 4 gid. Sinh khi dpng

tuyQt d5i cta citalopram khoing 80% so vdi mQt li6u

ti€m tinh m4ch vd qu6 trlnh hAp thu cria thu6c kh6ng b!

dnh hudng bdi thrlc an. Thd tich phdn b5 cria citalopram

khoAng 12 lkg vd c6c li6n kiSt cta citalopram (CT),
demethylcitalopram (DCT) vd didemethylcitalopram
(DDCT) vdi protein huyiit tuong tlgt khodng 80%.

Chuy6n h6a vi thii trtr
Sau li6u ti6m tinh mSch citalopram, mQt lugrg nh6 cta
thutic nhu citalopram vi demethylcitalopram (DCT)
duoc tim th6y trong nudc ti6u, tuong rlng chi6m khoing
l|Yo vir 5%. E0 thanh thdi toan than cria citalopram d4t
330 mVphrit, vdi khoing 20%o trong s5 AO ta do thanh
thdi qua thdn.

Citalopram iluoc chuy6n h6a thinh citalopram-N-oxid,
DCT, DDCT vd mQt ddn xu6t khri amin cria acid
propionic. d ngudi, cdc hgrp ch6t chri y6u trong huyiit
tuong li d4ng citalopram khdng bi6n d6i. d rArig tnai
6n d!nh, ndng dQ c6c ch6t chuy6n h6a cta citalopram
nhu DCT vi DDCT trong huytit tucrng tl4t tuong {mg
khodng mQt nria (Y,) vd mQt phAn mudi (l/10) so v6i
thu6c g6c. C6c nghi6n cint in vitro cho th6y citalopram
mqnh g6p it nhdt S lAn so vOi c6c ch6t chuy6n h6a trong
su rlc ch6 t6i h6p thu serotonin vd c5c ch6t chuy6n h6a
dugc d6nh gi6 ld kh6ng c6 khi nf,ng d6ng g6p d6ng kO

vdo hopt tlnh ch6ng trAm cdm cta citalopram.
C6c nghiCn ciru in vitro st dgng c6c microsom gan

ngudi chi ra ring c6c isoenzym CYP3A4 vd CYP2Clg
dd tham gia vdo c6c ph6n ung khri N-methyl cta
citalopram.

Dug'c dQng hgc cfra nh6m bQnh nh6n tl{c biQt

I UOt lgc
Dugc dQng hgc citalopram trong c6c cdc tltii tuqng tir
60 tu6i trd l6n dugc so s6nh vdi c6c dt5i tuqng tre hon
trong hai nghiOn cfu tr6n c6c tinh nguyQn vi€n binh
thuong. Trong m$t nghiOn ctu vdi li6u duy nh6t, AUC
(Area under the curve) vi thdi gian b6n hty cria

citalopram tdng d ngudi l6n tu6i nrsng rlng bing 30%

vd 50Yo, trong khi mQt nghi€n ctu da li6u tl6 lim tdng

tucrng {mg 23Yo vd 30%. Lidu 20 mg ld li6u khuyi5n c6o

cho hAu h6t c6c bQnh nhdn cao tu6i.

Gidi ttnh
Trong c6c nghidn ctu l6m sdng, kh6ng c6 su kh6c bi€t

v6 n6ng dQ citalopram trong huy6t thanh d trpg th6i 6n

<llnh gita nam vi nt. Kh6ng c6 sU kh6c biQt duo. c tlQng

hgc trong gi6i tinh cria c6c chAt chuy6n h6a DCT vi
DDCT. Kh6ng cdn didu chinh li6u tr6n co s& gi6i tinh.

Gidm chtc ndng gan

DQ thanh thAi c0a citalopram tlulng u5ng <16 giim 37%o

vd thdi gian b6n thai da tdng g6p d6i d nhtng bQnh nh6n

suy gidm chrlc nlng gan so vdi ngudi binh thulng. LiAu

20 mg Id liAu khuy6n c6o cho h6u h6t c6c bQnh nhdn suy

gan (xem Li6u luqng vi C6ch dtrng).

Giiim ch*c ndng thpn il/
1t

)
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O benh nh6n suy gi6m chtc ndng thfn ttr nhg di5n trung
binh, d0 thanh thii citalopram tlulng u5ng d6 giim t7%
so v6i ngudi binh thudng. Kh6ng cAn di6u chinh li6u
dtng cho nhiing bQnh nh6n ndy. Kh6ng c6 thdng tin v6

du-oc tlQng hgc cia citalopram d nhtng bQnh nhdn c6
chrlc nlng thfn suy giim nghiCm trgng (dQ thanh thai
creatinin < 20 mUphtt).

Tuong tdc thudc
Trong c6c dt liQu vd ric chi5 enzym in vitro kh6ng th6y
c6 t6c dgng rlc chli cria citalopram tr6n c6c cytochrom
CYP3A4, CYP2C9, hofc CYP2EI, nhmg cho th6y c6

ric ch6 y6u l6n cytochrom CYPIA2, CYP2D6, vd

CYP2C|I. Citalopram tlugc dg ki6n sE it c6 tdc dgng rlc
chi5 qu6 trinh chuyiin h6a in vivo qua trung gian bdi c6c

cytochrom tr€n. Tuy nhi6n, c6c dti ligu in yivo v6n cdn

han ch6.

Vi CYP3A4 vd CYP2C19 ld c6c enzym chinh tham gia

vdo qu6 trinh chuy6n h6a cta citalopram, n€n c6c ch6t

ric chii m4nh CYP3A4 (vf dU ketoconazol, itraconazol,

vd khdng sinh macrolid) vd c6c chAt fc ch6 m4nh

CYPzClg (vI du omeprazo[) c6 th6 lam gi6m dQ thanh

thdi cria citalopram. Tuy nhiOn, viQc dtng chung

citalopram vdi c6c ch6t rtc chtS manh CYP3A4 nhu

ketoconazol lai kh6ng dnh huong ddng k€ d6n dugc

dQng hgc cta citalopram.

Vi citalopram du-o. c chuy6n h6a bdi nhi€u hq enzym,
,^

n€n sg tc ch6 mQt enzym duy nhdt c6 th6 kh6ng ldm

gidm tt6ng tcti aO tfranfr thii citalopram. Mtc d0 dat

tr4ng th6i 6n dlnh cta citalopram khdng kh6c biQt nhi6u

trong chuydn h6a hgp vi chuy6n h6a rQng cta CYP2D6

sau khi u6ng da li6u citalopram, cho thdy viQc dtng

chung citalopram vdi mQt thu6c ric ch6 CYP2D6 duong

nhu kh6ng c6 t6c tlQng d6ng k6 l6n l6m sdng trong trao

aOi ctr6t.

CHi DINH DITU TRI
Citalopram hydrobromid tluo. c chi dinh d6 didu tr! ffAm

cirm.

HiQu qui cria citalopram trong di6u tri trAm cim dugc

chung minh qua c6c thri nghiQm c6 kitim so6t kdo ddi

4-6 tuAn d c6c bQnh nhdn ngopi trt cho th6y thu0c rl6p

ung t6t v6i c6c th6 loai cria rl5i loan trAm cdm n{ng

DSM-III vi DSM-III-R (DSM: Diagnostic and

Statistical Manual of Mental Disorders).

T6c dgng chdng trAm cAm cta citalopram d bQnh nh6n

trAm cdm phii nhflp viQn chua dugc nghiCn criu ddy ttti.

HiQu qui cria citalopram trong viQc duy tri mQt d6p tng
ch6ng trdm cim cho d6n 24 tuAn sau 6'8 tuAn di6u tri

c6p tinh dd duo. c chring minh trong hai thti nghiQm c6

ki6m so6t vdi gi6 dugc. Tuy nhi6n, n6u d6 chqn viQc sti

dgng citalopram l6u ddi, n6n dinh ky d6nh gi6 lei tinh

hitu ich cria thu5c a6i vOi c6c bpnh nhdn.

Lttu Lr/qNG vA cAcH DtrNG

Thudc ndy chi tlilng theo sg k€ tlon cfta bdc sl

Cdch dilng:
Dirng tludng uiSng. Citalopram n6n tlugc dtng mQt lAn
m6i ngey, vdo bu6i s6ng ho{c bu6i t6i, c6 ho{c kh6ng
c6 thric trn.

Liiu lugng:

Ngudi l6n:

Lidu tlidu trikh6'i itlu
Li6u khdi dAu citalopram chi ndn dirng li 20 mg m5i
ngdy, th6ng thudng c6 th6 tdng tdi mric liAu 40
mg/ngdy.

ViQc tdng li6u thulng 6p dUng ld mQt tuAn kh6ng ilugc
tdng qu6 20 mg. M[c dt vdi mQt s6, Uenn nhdn c6 thd
cAn cl6n lidu 60 mg/ngiy, nhtmg mQt nghi€n cuu vd dap

ung lidu aiii vOi hiQu qui d6 kh6ng ch(mg minh dugc
khi dtng 60 mglngdy c6 lsi hon so vdi li6u 40 mg/ngdy;
do cl6 liAu trCn 40 mg thulng kh6ng <lugc khuyi5n khich.

Diiu tri cho nhdm bQnh nhdn it(c biQt

Li6u 20 mg/ngdy ld lidu khuyiSn c6o cho hAu hiit c6c

b$nh nhdn l6n tu6i vd bQnh nh6n suy gan.

Li6u chuAn l6n tliin 40 mglngdy chi dirng cho bQnh nhdn

kh6ng tl6p tmg vdi thu5c.

Kh6ng cAn eli6u chinh liAu cho bQnh nhdn suy thfln ttr
nhg ho{c trung binh. Citalopram ndn dugc sri dgng th4n 4,
trgng d nh0ng bQnh nh6n suy thfn n{ng. I
Theo khuy6n c6o cia c0 quan FDA Mi: / c

- Citalopram kh6ng n6n ding li6u cao hon 20 mglngdy C

d ngudi trCn 60 tu6i vi l! do gdy gia tdng nguy co k6o DU

ddi khodng QT tr6n ttiQn tdm dd. Canh b6o dic biQt: Chi \!
n6n dtrng li6u thdp 20 mg cho bQnh nhdn tr6n 60 tu6i. A
- Kh6ng n€n sri dgng citalopram d bdt crl li6u niro cho \
mQt s5 tru&ng hqp trAm cim vi nguy co kdo ddi khoing

QT tr€n diQn tdm dd vd cdnh b6o niy c6 thti con quan

trgng hon A6i voi bQnh nhdn l6n tu6i b!trAm cim. '
- Citalopram kh6ng tlugc khuy6n dtng li6u tr6n 40

mglngdy vi If do kdo ddi khoang QT vi khdng mang lqi .r

lqi ich gl th€m (vi kt6ng tdng th6m hiQu qui chrSng trAm

cdm).

- Kh6ng dirng cho b€nh nhdn c6 hQi chung kdo dni QT ;
bdm sinh, bQnh nhdn bi nhlp tim ch{m, n6ng tlQ kali vd ,1
magnesi trong m6u thdp, bQnh nhdn mdi bi nhdi m6u cs

tim c6p vi bQnh nh6n bi suy tim m6t bt.
- Citalopram ciing kh6ng dtrng cho bQnh nh6n dang

dirng d6ng thdi mQt loai thu5c kh6c c6 khA ndng g6y

kdo ddi khodng QT.
- Li6u t5i da citalopram 20 mg/ngdy dtng cho bQnh

nh6n suy gan, bQnh nhdn tr€n 60 tu6i, bQnh nhdn c6 it
luqng enzym cytochrom chuy6n h6a CYP2Clg ho{c

cdc enzymrlc ch6 CYP2Clg kh6c, hoflc bQnh nhdn ttang

dtng cimetidin. Lf do: Vi tl6y ld c6c y6u t6 d6n diSn gia

tdng n6ng tlQ citalopram trong m6u sE d1n d6n gia ttrng

khoing QT vd g6y xoin tlinh.

Diiu tr! cho phlr nft mang thai 3 thting cudi thai kJt

v
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Trd so sinh ti6p xtc vdi citalopram vd c6c thu5c ric ch6

tdi hdp thu serotonin c6 chgn lgc (SSRI: Selective
Serotonin Reuptake Inhibitor) ho{c rlc ch6 tai h6p thu
serotonin - norepinephrin (SNRI: Serotonin

Norepinephrine Reuptake Inhibitor) kh6c vdo 3 th6ng

cu6i, de bi6u hiQn nhtng bi6n chung cAn phdi nim viQn

kdo dii, h6 trq hO hdp vA nu6i 6n bang 6ng. Khi diAu tri
cho php nit mang thai vdi citalopram trong 3 th6ng culii,
n€n xem x6t cAn thfn c6c rui ro tiAm An vd lqi ich cta
viQc di6u ti. C6 thd xem xdt viQc giim dAn citalopram

trong 3 th6ng cu5i thai k!.

Didu tr! duy trl
DiAu tri duy tri thulng chi phir hqp khi c6 c6c tlqt c6p

cta bQnh tAm cim cAn Ai6u fi vdi th6ng ho{c l6u hsn.

HiQu qui cht5ng trim cim cta citalopram <lugc duy tri
trong khoang thdi gian l€n d6n 24 tuAn sau 6 ho6c 8
tuAn dAu diAu ni (t6ng cQng 32 tuAn).

Trd em

An todn vd hiQu qui d trd em chua dugc thiiit lpp.

CHoNG cHi DIIYH
- Benh nhdn qu6 m6n vdi citalopram hoflc vdi b6t crt

thdnh phAn ndo kh6c cria thuiSc.

- St dgng tlOng thdi cho bQnh nhdn dirng thu6c tc chiS

monoamin oxidase (MAO).

- Dirng [Au citalopram cao hsn 20 mg/ngdy d ngudi

ffin 60 tu6i vi lf do gdy gia tdng nguy co k6o ddi

khodng QT t6n tliQn tdm tl6.

- Dung citalopram d b6t ct li6u ndo cho mQt s6 truOng

hgrp trAm cim vi nguy co kdo dii khoing QT tr6n eli€n

tam dd, ntr6t U vdi bQnh nhan l6n tu6,i bihAm cdm ho4c

benh nhan c6 hQi chtug kdo dai QT bAm sinh, bQnh

nhin bi nhip tim chfm, ndng tlQ kali vd magnesi tong

m6u thAp, bQnh nhdn mdi bi nh6i mau co tim c6p vd

bQnh nh6n bi suy tim m6t btr.

- Benh nhdn ttang dirng d6ng thdi mQt loei thu.5c kh6c

c6 khi nlng g6y k6o ddi khoing QT.
- Dtng ddng thdi v6i cimetidin, ffqu.

cAmr nAo vA rrtlN TRQNG KHI st/ DUNG

Cinh b6o

Khi ntrng tuong tdc vdi cdc ctr6t rri'c ch6 monoamin

oxidase
Dd c6 c6c b6o c6o vA t6c dgng phg nghi0m trqng, d6i

khi g8y tu vong xiy ra d nhtng benh nhan dtrng thu5c

rfc ctr6. t6i h6p thu serotonin (SSRI) diAu tri k6t hgp vOi

mQt chAt tc ch6 MAO, trong d6 bao g6m c6c phan img

tlng thdn nhiQt, cimg tlo, gi$t rung co, b6t 6n dinh he

ttrAn nnfr t1r chri vdi nhii'ng biiSn dQng nhanh c6 th6 c6

vA ttr6 ctrSt vd nhil'ng thay d6i trang th6i tdm thAn bao

g6m klch tlQng cgc doan ti6n tri6n diSn m€ s6ng vd h6n

m6.

Nht'ng ph6n tmg ndy ctng d6 dugc b6o c6o d nhilng

bAnfr nhan n$mg tli€u tri SSRI vd bit dAu srl dpng thu6c

rlc ch6 MAO. MQt s5 trulng hgrp d6 cho thdy c6c t6c
tlQng tuong tu nhu hQi chung 6c tfnh do thu6c an thAn
(NMS : N eur o I ept ic Mal i gnant Syndr om e).

Hon nta, dt li€u hpn ch6 trong nghi6n cr?u tr6n tlQng
vft v6 vigc srl dgng k6t hgrp c6c thu6c SSRI vi thu6c ric
cn6 UeO gqi f ring c6c lo4i thu6c nAy ph5i hqp cO th6
Iim tlng huy6t ap vi kich thich hdnh vi. Do it6 c6
khuy6n c6o ld citalopram kh6ng n6n srl dlrng k6t trqp
vdi mQt thu6c rlc ctr6 UaO ho{c trong vdng 14 ngdy k6
tL khi ngung di6u tri mQt thu6c tc ch6 MAO. Tuong tg
nhu vfy, cAn it nh6t 14 ngdy sau khi ngtmg citalopram
mdi duo. c phdp sri dgng thu6c rlc ch6 UaO.

Tinh tr4ng l6m sAng xdu tli vi nguy co tqr tri
BQnh nhdn bi r5i loan trAm cim nf;ng, ci ngudi l6n vd

trd em, bQnh cnnh trAm cim c6 th6 x6u di vd/hoflc xu6t
hiQn j tlinh vd hinh vi tg s6t, dt cd hoflc ktrdng dtrng

thu6c ch6ng trAm cim vd nguy co ndy cO th6 teo aai

cho diSn khi benh thuy6n gi6m cl6ng k6, nguy6n nhdn

chua dugc x6c tlinh. Tuy nhi6n, bQnh nhdn tluqc di6u Ei
bang thu5c ch6ng trAm cim n€n dugc theo doi chlt che

bi6u hi€n bQnh tlang x6u di, f dinh ve hlnh vi tg s6t, d{c
biet la vdo hic khdi dAu qu6 hlnh tli6u tri blng thu5c

hoflc t4i thdi tti6m thay tl6i (tdng ho{c ginm) li6u.

Vi kha nlng gdy bQnh cirng ltc gi['a c6c ch(mg r6i loan

trAm cim n{ng vd r6i lo4n t6m thAn hoflc riSi lo4n k'hdng

do tdm thAn, cin thQn trgng quan s6t trudc khi didu tri
cho bOnh nhdn.

C6c triQu chimg nhu lo 6u, kich dQng, con hoing lopn,

m6t ngri, kh6 ch!u, d6 tht dich (giy h6n) b5c ddng,

ngdi/nim kh6ng y6n (t6m thAn b6t an), hmg cim nhg vd

con hung cim, d6 dugc b6o c6o d ngudi l6n vi td em

duqc didu tri bang thu6c ch6ng tAm cim cho chimg r6i

loan trAm c6m n{ng ciing nhu a6i vOi c6c chi tlinh kh6c,

k6 cd r6i loan tdm thAn vi r5i lo4n kh6ng do tim thin.

CAn xem xdt d6 thay d6i ph6c a6 di6u tri, trong.d6 c6

th6 ngirng thui5c, d nhtng bQnh nhdn c6 bi6u hiQn bQnh

x6u di, ni5u quy6t elinh ngtmg diAu tri, viQc dirng thu6c

n6n giim dAn, vi ngung dQt ngQt c6 thd c6 li6n quan t6i
m0t vAi triQu chung cai thu5c.

Thdn trone

Ngung tli6u triv0i citaloPram

Dd c6 b6o c6o vA cdc t6c dgng phg xiy ra sau khi

citalopram, tl6c biQt ld khi ngrmg tlQt ngQt, bao gdm

nhilng bi6u hiQn sau cl6y: tim rang bAt an, dE c6u g8t, lo

6u, ch6ng m[t, r5i lo4n cim gi6c (vl dg di cim nhu c6

cim gi6c eliQn gi{t), lo ling, hoang mang, dau dAu, h6n

m0, r6i logn cim xlc, m6t ngri vi htrng ctm nhp. BQnh

nhdn cAn dugc theo d6i c6c triQu chrmg khi ngung di6u

tri vdi citalopram. N6n giim [6u dln se t5t hon lA

ngung thu6c dQt ngQt. N6u xiy ra triQu chung kh6ng

dung n4p sau khi giim fidu ho{c sau khi ngtmg di6u tri,

n€n xem xdt sri dpng lai li6u dd tlugc chi tllnh trudc d6,

r6i tiiSp tgc giim li6u nhtmg vdi t6c dQ chflm hon.
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Chiy mdu fdt ttruOng
Trong c6c b6o c6o tlugc c6ng U6 aa gni nhfln c6 sg xu6t
hiQn xu6t huy6t d nhrng bQnh nh6n dugc tti6u tri vdi
thuSc hu6ng thAn rlc ch6 tai h6p thu serotonin.
C6c nghiCn cr?u dich t6 hgc tiiSp theo tl6 x6c minh dugc
m6i quan hQ giila viQc sri dpng c6c lopi thu5c hu6ng
thAn tc ctr6 tai h6p thu serotonin vd sg xu6t hiQn cta
xudt huy6t ti€u h6a tr6n. BQnh nhdn cAn tlugc c6nh b6o
vA nguy co chiy m6u khi sri dpng t6t trqp citalopram
ddng thdi vdi thu6c kh6ng vi€m kh6ng steroid CNSAID:
non-steroidal anti-inflammatory drug), aspirin hoflc c6c

thu6c kh6c c6 t6c tlQng tt6n rl6ng m6u.

Hg natri mdu

MQt s6 tru&ng hqp ha natri m6u vd chimg t[ng ti6t
hormon ch6ng bdi niQu khdng phir hgrp (SIADH:
Syndrome of inappropriate ontidiuretic hormone) dd

ilugc b6o c6o khi didu tri k6t hqp vdi citalopram. tdt ci
c6c bQnh nhin c6 nhting bi6u hi€n ndy cAn phdi ngmg
citalopram vd,/ho{c cAn sg can thiQp cria y t6.

Kfch hogt ccrn hung cem

Trong c6c thri nghiQm cta citalopram, mQt s5 Uenn nlan
trong tl6 bao g6m nhtng bQnh nhan c6 r6i lo4n lu(mg

cgc tl6 dugc b6o c6o ld c6 tlnh tr4ng kich ho4t con htmg

cdm nhg vdi t'I lQ 0,2Yo trong s6 tOO: bQnh nhdn <luqc

didu tribing citalopram vi khdng ai trong s6 be*r *ran
tlugc nhfln gii dugc bi trieu chimg niy. Kich ho4t con

htmg cim ciing dugc b6o c6o li chilim mQt ty le nh6 d

c6c bQnh nhdn bi r6i loSn trAm cdm ttugc tli6u tri bang

thu6c ch5ng tAm cim kh6c tr€n thi truhng. Tuong qr

nhu vdi tdt cl cdc thu5c ch6ng FAm cdm, citalopram

n6n ilugc srl dgng thfln trgng cho nhilng b€nh nhdn c6

tiAn st hmg cdm (ili6n/cu6ng).

Con dQng kinh
M{c dtr tdc dgng ch5ng co gi{t cria citalopram tl6 tlugc

quan s6t th6y trong c6c nghiEn crtu tr€n tlQng vft, nhtmg

citalopram v6n chua ttugc d6nh gi6 d bQnh nhdn c6 r5i

lo4n co gift. Trong c6c tht nghiQm ldm sing cta

citalopram, co gift tt6 xiy ra d 0,3%o s6 Ue*r nh6n tlugc

di6u tri bang citalopram vd 0,5Yo s5 bQnh nhdn ttuqc

nhfln gin duqc. Gi6ng nhu c6c thu6c ch5ng rAm cim

kh6c, citalopram phii st dgng thfn rqng cho nhilng

bQnh nhdn c6 ti6n srl r6i lo4n co gi$t.

Sfr dgng 0 bQnh nhin mic bQnh tldng thdi
Kinh nghiQm l6m sdng cta citalopram cdn gi6i h4n d

nhtng bQnh nh6n mic kdm mQt s6 Ue*r todn thdn ddng

thdi. Khuy6n c6o thfn trgng sri dgng citalopram cho

benh nhan c6 bQnh hoic c6 didu kiQn lim thay d6i co

ch6 tao a6i ctr6t holc c6 phan tlng tr6n huyilt dQng.

Citalopram chua duqc tl6nh gi6 d nhilng bQnh nhdn c6

tiAn st nhdi m6u co tim gAn tt6y ho{c bQnh tim khOng

6n dinh.

Vdi c6c d5i tuqng bi suy gan, d0 thanh thdi citalopram

gidm vi n6ng dQ trong huyt5t tuong tAng l6n. ViQc sti

dpng citalopram d bQnh nh6n suy gan cAn ttugc thfn
trgng vi khuy6n c6o dung li6u t6,i da th6p nhdt.

Tt/Or.[c rAc rrru6c
Thu6c tdc tlQng I6n hQ thln kinh trung uorrg
Do citalopram c6 t6c itQng len hQ than kinh trung uong
n6n cAn thfln trgng khi kC tton ttiAu fi k6t hqp v6i c6c
thu6c kh6c cting c6 t6c <IQng trgc ti6p l6n hQ thAn kinh
trung uong.

Rugu
M[c dt citalopram khdng ldm tdng nhfn thric vt t6c
tlQng cria ruqu fong mQt thri nghiQm l6m sing, tuong tU
nhu c6c thu6c hudng thAn kh6c, viQc srl dgng ruqu cria
bQnh nhnn nim cim tlang nhfu citalopram kh6ng tlugc
khuy6n c6o.

Thu6c ric ch6 monoamin oxidase
Xem muc C6nh b6o vd thfln trgng khi sri dpng.

ThuSc inh hu0ng tl6n hiQn tugng d6ng mfu (c6c

NSAID, aspirin, warfarin, ...)
Serotonin tlugc ph6ng thich tir ti6u cAu c6 vai trd quan

trgng trong viQc cAm m6u. C6c nghiCn cuu dlch tE hgc

tll chung minh m5i li6n quan git'a viQc st dgng thu6c
hu0ng thin rlc cn6 tai h6p thu serotonin vi sg xu6t hiQn

cria xu6t huy6t dulng ti6u h6a trCn dA chi ra ring viQc

st dgng tldng thdi vdi mQt NSAID ho{c aspirin dn chrla

nguy cs chiy m6u. Do d6, b€nh nhdn n€n tlugb cinh H
b5o v6 viQc sri dgng cdc lo4i thu5c tt6 d6ng thdi vdi -{
citalopram. G I)Hl
Cimetidin pr
C6c d6i tuqng nh{n citalopram (li6u 40 mg/ngiy trong ..r;
2l ngdy) tlugc dung f6t hqp vdi cimetidin (iAu 400 mg/ LY

ngdy trong 8 ngdy) tl6 ldm tdng 43Yo AUC vi 39o C^ . ;i
cria citalopram. :
Digoxin
Cric d6i tuqng nhfln citalopram QiAu a0 mg/ngiy trong

2l ngdy) ctugc dung k6t hgp v6i digoxin (li6u duy nh6t ';;

I mg) kh6ng th6y c6 inh hudng d6ng k6 d6n dugc tlQng

hgc cria ci citalopram ho{c digoxin.

Lithi ,1

Dtrng ddng ttrli citalopram (40 mglngiy tong l0 ngny) i
vdi lithi (30 mmoUngiy tong 5 ngdy) l&6ng thiy c6 .;
6nh huong tt6ng kd d6n dugc tlQng hgc cria citalopram

ho{c lithi. Tuy nhi6n, ndng dQ lithi trong huy6t tuong

n€n dugc theo d6i ed AiAu chinh phir hgrp. Vl lithi c6 th6

ldm tlng t6c dgng serotonin cta citalopram, n6n cAn

thQn tgng khi dung chung citalopram vd lithi.

Theophylin
Dirng ki5t hqp citalopram (40 mg/ngiy trong vdng 2l
ngiy) vdi theophylin (lidu duy ntrAt :OO mg) ld ch6t nAn

cria enzym CYPIA2 tt6 kh6ng hm anh hudng d6n dugc

tlQng hgc cria theophylin.

{
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T6c tlQng cria theophylin tr6n duqc dQng hgc cria
citalopram kh6ng tlugc rl6nh gi6.

Sumatriptan
Ei c6 b6o c6o hii5m g{p m6 ta benh nh6n bi suy nhugc,
tlng phan x4 vi kh6ng hiQu qui khi sri dgng ph6i hgp
SSRI vdi sumatriptan. Niiu rti6u ui ddng thdi
sumatriptan vdi mQt SSRI (vi dtl fluoxetin, fluvoxamin,
paroxetin, sertralin, citalopram) cAn phii b6o cl6m v€
m{t l6m sing, giiim sdt thich hqp cho bOnh nhen.

Warfarin
Sri dpng citalopram (li6u a0 mg/ngiy rong 2t ngiy)
kh6ng inh huong d6n duqc rlQng hoc cria warfarin. Th&i
gian prothrombin tl6 tdng 5yo, f nghia l6m sing ndy
kh6ng dusc bi6t a6n.

Carbamazepin
Dtng k6t hgp citalopram (40 mglngiiy rong 14 ngny)
vdi carbamazepin (lidu 400 mg/ngdy trong 35 ngdy)
ka6ng th6y 6nh huong d6ng k6 dugc rlQng hgc cta
carbamazepin, ld mQt ch6t ndn cta enzym Cyp3A4.
Mic dr) n6ng dQ C*;o tong huy6t tucrng cta citalopram
ktOng bi dnh huong, nhung do tinh kich thich etrrq
cta carbamazepin, ndn xem xdt khd ntrng carbamazepin
c6 th6 lam tang thanh thii citalopram n6u hai lo4i thu6c
tluqc dung chung.

Triazotam
Dirng ki5t hgp citalopram (li6u 40 mgingiy trong 28

ngdy) vdi triazolam ld ch6t n6n cria CYP3A4 (li6u duy
nh6t 0,25 mg) kh6ng th6y c6 6nh huong dang k6 d6n
duqc tlQng hgc ctia ci citalopram ho[c triazolam.

Ketoconazol

Dirng k6t hqp citalopram (a0 mg) v6i ketoconazol (200
mg) da lim giim 2lYo vd l0o/o gi6 tri C.o vd AUC cria

ketoconazol hrong tng, kh6ng th6y c6 6nh huong tl6ng

G a6n duo. c tlQng hgc cta citalopram.

Thu6c rrlc ch6 enzym CYP3A4 vtr 2C19
Trong nghi€n ctru in vitro cho thdy CYP3A4 vd 2C19 Id
enzym chinh tham gia vlo qu6 trinh chuy6n h6a cria

citalopram. Tuy nhi6n, viQc dtng chung citalopram (40

mg) v0i ketoconazol (200 mg), mQt ch6t tc ch6 mqnh

CYP3A4, kh6ng th6y c6 inh hu0ng d6ng k6 d6n dugc

dQng hgc cta citalopram. VI citalopram tlugc chuydn

h6a bdi nhidu h0 enzym, n€n vi€c rlc ch6 mQt enzym

duy nhdt c6 th6 khdng ldm gi6m drlng k6 dO thanh thei

ctia citalopram.

Metoprolol
Dirng citalopram (liAu 40 m{ngdy trong 22 ngdy) da

adn A6n sg gia ang g6p hai tAn O n6ng tlQ huy6t tuong

cta c6c thu5c chgn beta nhu metoprolol. Mrlc
metoprolol trong huy6t hrong tdng c6 li6n quan tdi giim
tinh chgn lqc tr€n tim (cardioselectivity), Dtng ttdng

thdi citalopram vdi metoprolol c6 t6c tl$ng kh6ng tl6ng

kd vA m[t l6m sdng tr6n huy6t 6p hay nhfp tim.

I Imipramin vA thu6c ch6ng trim cim ba vdng khdc
(TCAs : Tricyclic Antidepressants)
Trong nghi€n ctu in vitro cho th6y citalopram ld ch6t ric
ch6 tuong A6,i y6u cria Cyp2D6. DUng a6ng thdi
citalopram (40 mg/ngAy trong l0 ngiy) v6i imipramin
(lidu duy ntrdt tOO mg), mQt .tr6t nAn cho Cyp2D6,
kh6ng thdy c6 dnh huong tt6ng k6 tt6n n6ng d0 huy6i
tuong cta imipramin ho{c citalopram. Tuy nhi6n, n6ng
tlQ cta c6c ch6t chuydn h6a desipramin imipramin clI
tdng khodng 50%. Y nghia ldm sdng cta qr thay d6i
desipramin ld kh6ng 16. Tuy nhi6n, cAn thfln tgng khi
chi tlinh dirng chung TCAs v6i citalopram.

TRTIdNG HgP C6 THAr VA CHO CON BO
Trttdng hqp c6 thai

Trong c6c nghi€n cr?u tr6n dQng vflt, citalopram tt5 ttugc
ch(mg minh ld c6 t6c dgng bAt lqi E6n sg ph6t ni6n cta
ph6i/bno thai vi sau sinh, bao gdm c6 c6c hiQu tng g6y
qu6i thai, khi dtrng vdi liAu cao hon li6u di6u tri cta
ngudi.

Chua c6 nghi€n cuu dAy dri vi c6 ki6m so6t d phg nit c6
thai; do tl6, chi n6n st dpng citalopram tong qu6 trtnh
mang thai khi lqi fch cao hon hln nguy co tidm 6n d6i
vOi thai nhi.

Trudng hqp cho con bil
Nhu tl6 xiry ra voi nhi6u lo4i thu6c kh6c, citalopram c6
bei ti6t qua sta m9. Quy6t dinh c6 ndn ti6p tuc tli6u tri
hay kh6ng ho{c ngrmg cho con bri tuy thuQc vio nguy
co d6i vdi d tre so sinh ho{c c6c lqi lch nong viQc didu
tr! citalopram cho mg.

TAc DQNG cua rnu0c KHr LAr xE vA vAN
rrAmr MAY M6C

Do b6t k| loai thu6c hu0ng thAn ndo ciing c6 thi5 lem
giim sg ph6n do6n, khi ntrng tu duy, kh6 ning hopt
dQng, n6n bQnh nhdn phdi tlugc cinh b6o Id kh6ng n6n

vfln hdnh m6y m6c nguy hi6m, bao gdm 6 t6, cho tliin
khi tlugc x6c illnh ld liQu ph6p citalopram kh6ng cdn

inh hudng d6n khn nf,ng cria minh d6 tham gia vio c6c

hopt tlQng nhu vfy.

Thdng bdo cho Bdc sl nhtng tdc dqtng khdng mong
mudn g(p phdi khl sft dgng thudc

rAc DUNG KHONG MoNG MUON (ADR)

Tdc dltng phtt phtt thuQc vdo liiu lugng
M6i quan h0 ti6m An gitra c6c liAu uSng citalopram vdi
t! lQ mic cdc tdc dUng phU tt6 tlugc ki6m tra tong mQt

nghiEn cftu d nhihrg benh nhan bi trArn cnm nhfn gi6

dugc hoflc nhfn citalopram d fidu 10,20,40, vi 60 mg.

Thri nghiQm cho th6y c6 tl6p fmg tich cgc vdi [6u (p
<0,05) v6i c6c t6c dgng phg sau il6y: mQt m6i, b6t lyc,
m6t ngi, tdng tt6 md h6i, bu6n ngri vi ng6p.

Thay clA thii trgng
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B€nh nhdn tlugc tti6u tri bing citalopram trong c6c thrl
nghiCm c6 bi ginm trgng luqng khoing 0,5 kg so vdi
benh nhen dung gid dugc c6 trgng luqng kh6ng bi thay
.l,
ool.

Phdn loqi tdc dltng biit lqi
Pir6 Ui6n > lo%o

Thudmg gdp: l% d€n< l0%
it g4p:0,1% ddn< l%
Hii5m g[p:0,01% diSn <O,lYo

R6t hi6m g{p: < 0,01%
Kh6ng rO (tdn su6t kh6ng x6c ilinh ttugc).

Tim mach

Thudnggdp: Nhip tim nhanh, tut huytit ep th.i drmg, hA

huy6t ap.

h Sdp: Tdng huy6t 6p, nhip tim chQm, phtr (chi), tlau

thlt nggc, ngopi t6m thu, suy tim, tl6 btmg m{t, nh6i

m6u co tim, tai bil5n mach m6u n6o, thi6u m6u cgc bQ co

tim.

Hiiin g(p: Csn thiisu m6u tho6ng qua, vi6m tinh mpch,

rung nhi, ngtmg tim, block nh6nh.

R5i loan h6 thAn kinh trung uong vd ngoai vi
Thudng grtp: Di cim, ttau nta dAu.

it g\p: T[nglhi6u dQng, ch6ng m{t, t[ng truong lgc, riii
lo4n ngoqi th6p, chuQt rut chan, co thit co bip t.u ph6t,

tlng dQng, tlau thdn kinh, lo4n truong l1rc, d6ng di b6t

thulng, giim cdm gi6c, m6t didu hda.

Hidm gfu: nAt ttruUng ph6i trqp, tdng cim gi6c, sa/sgp

mi mit, silng s&.

Riii loan ndi ti6t
Hidm gfu: Suy gi6p, budu c6, to vu ddn 6ng.

Rtii loan ti6u h6a

Thuong gfip: Tdng tiiit nudc bgt, tliy hoi.

it Sdp: Vi6m da ddy, vi€m dp dny ruOt, vi6m miQng, g

hoi, tri, kh6 nuiSt, nghi6n rtrng, vi€m nudu, vi6m thyc
qudn.

Hitim g(p: Vi6m ct4i tring, lodt dp ddy, vi€m tui mit, s6i

m$t, vi6m lodt de diy td trdng, trio ngugc d4 diy thgc

quin, vi€m ludi, vdng da, vi6m tui thira, xu6t huy6t t4rc

tdng, n6c cut.

R6i loan chung

it Sdp: N6ng bung m[t, rdt run, kh6ng dung n4p rugu,

ng6t, c6c triQu chrmg gil5ng crim.

Hiiim g(p: Vi€m mfli do di ung.

R6i loan m6u vd bach huy6t

h sdp: Ban xu6t huy6t, thi6u m6u, chiy m6u cam, ttrng

b4ch cAu, gidm b4ch cAu, hpch to.

Hiiim g(p: Thuy€n tic ph6i, giim b4ch cAu hpt, trng

lympho bdo, giim b4ch cAu lympho, thi6u m6u t6n sic
(hypochromic), rl5i lop dOng m6u, chiy m6u nu0u.

R5i loan chuy6n h6a vd dinh duong

Thuong g(p: Gidm cdn, tlng can.

h Sdp: Ttrng enzym gan, kh6t nudc, kh6 mit, tang
phosphatase kiAm, dung nqp glucose Udt thuOng.

Hiiim g(p: Nhi6m bilirubin m6u, h4 kali m6u, bdo phi,
h1 ttu&ng huy6t, viem gan, m6t nudc.

Rdi loan h€ co xuong
h Sdp, Vi€m khdp, ytiu cq dau xuong.
Hiilm g{p: Vi6m bao ho4t dich, bQnh lo6ng xuoxg,

R5i loan tdm thAn

Thudng g(p: Suy ginm tfp tnrng, m6t tri nhO, thd o,
trAm cim, tlng thOm [n, suy nhugc trAm tgng hon, c6
glng ttr tu, nhAm Hn.
h Sdp: T[ng ham mu5n tinh dpc, th6i tlQ hung htrng, 6c

mQng, php thuQc thui5c, m6t nhan c6ch, io gi6c, htmg
phdn, nAm cim tAm thAn, 6o tufog, hoang tu&ng, r6i
lo4n cim xric, hoing lo4n, ri5i loSn t6m thAn.

Hidm gfip: Tinh trpng lo mo, u u6t.

R6i loan sinh sdn nil,

Thuong g(p: VO kinh.

h Sdp: Ea titit sta, dau v0, vri to, xu6t huy6t 6m tl4o.

R6i loan h€ h6 h6p

Thudng g(p:Ho.
h SdprVi6m ph6 quin, kh6 th4 vi€m ph6i.

Hidm gip: BQnh hen suy6n, vi€m thanh quin, co thit
phii quin, vi6m phr5i, dlm titng.

R6i loan da vi phAn phu

Thuong g{p: Ph6t ban, ngta.
h Sdp: Phan rmg vdi 6nh s6ng, n6i mA day, mgn himg
c6, da d6i mdu, chAm, 4rng t6c, vi6m da, kh6 da, bQnh

vAy ni5n.

Hiiim grtp: Rgm l0ng, gi6m ti6t md h6i, n6i tric t6, vi6m
gi6c m3c, vi6m mO t6 bao, ngfa hQu m6n.

Gi6c quan ddc bi6t

Thudng g(p: Thich nghi bdt thudmg, khuu gi6c lQch lp.
h sdp: U tai, viCm k6t m4c, tlau mit.
Hiiim g(p: Gi6n tl6ng tu, sg 6nh s6ng, nhln tl6i, chdy

nudc mit b6t thudng, tlpc thriy tinh th6, m6t vi giac.

Riii loan h€ ti6t ni6u
-.;. r 'tlnuong gqp: lleu nnleu.

h Sdp, Tlng tAn s5 di ti6u, ti6u kh6ng tg cht, bi ti6u,

ti6u kh6.

Hiiim grtp: Phir, ti6u ra m6u, thi6u niQu, vi€m b6 thfn,
s6i thfn, tlau thfln.

Huong ddn cdch xu tri ADR

N6u xiy ra cdc tilc dpng phg nghidm trgng, cin tgm thdi
ngung thul5c vi th6ng b6o ngay cho b6c si diAu ti.
Lgm dgng vtr phg thuQc thu6c
C6c nghi€n ctu tdn ttQng v$t cho th6y viQc lpm dgng

citalopram ln th6p. Citalopram chua dugc nghi6n cftu

mQt c6ch c6 hQ th5ng tr6n co thd ngudi vd tOa nlng g6y

lam dpng, dung n4p, ho{c nghiQn. Kinh nghiQm ldm

sdng khi srl dr,rng citalopram cho th6y thu5c l<h6ng gdy

lQ thuQc. Tuy nhi6n, nhifng quan s6t ndy khOng c6 hQ

th5ng vi kh6ng th6 dg tlo6n dugc; do d6, c6c b6c sT didu

\
\i
rl'
,,i

\
:c

I
I

'l

N

https://trungtamthuoc.com/



tri n€n tl6nh gi6 cAn thfln bQnh nh6n didu tri citalopram
vA viQc l4m dgng thu6c vd theo d6i ch{t chE c6c bQnh

nhdn nAy.

euA LIiu vA xO rni
Tri$u chrfrng

M[c dt kh6ng c6 b6o c6o vA qu6 H6u g6y tu vong do
citalopram trong c6c tht nghiQm l6m sdng li6n quan d6n

dung li6u l6n tliin 2000 mg, c6c b6o c6o li6n quan d6n
qu6 li6u citalopram dd gdy chri ! bao g6m 12 truhng
ho,? tu vong: l0 ca tliAu tri k6t hqp vdi c6c thutSc kh6c

vd/ho{c ruqu vd 2 ca dtng mQt minh citalopram (3920

mg vi 2800 mg), ctng nhu qu6 lidu kh6ng gdy tu vong
l€n d6n 6000 mg.

C6c tiQu chimg thudmg tli kOm qu6 IiAu citalopram,

dung mQt mlnh ho{c t6t trgrp v6i c6c lo4i thu5c vd/ho[c
rugu kh6c, bao g6m ch6ng m{t, vd m6 h6i, bu6n n6n,

n6n mta, run, budn ngri vi nhip tim nhanh. Trong

trulng hqp hiiSm hon, c6c triQu chimg quan s6t bao g6m

m6t trt nhd, lt 6n, h6n m€, co gift, thd g6p (tang th6ng

khi ph6i), tim t6i, ti6u co v6n vd nhtng thay d6i ECG
(bao g6m kdo ddi khodng QT, nhip nr1t, loqn nhip tim
th6t vd c6 th6 c6 xo6n dinh).

Xfr tri qud li6u
Thi6t hp vi duy tri tluong hO h6p d6m bdo th6ng tho6ng

vd c6p oxy dAy dri. NOn xem xdt viQc ldm spch d3 ddy

bing c6ch thpt rua vd sri dgng than hopt tinh. D6 nghf

gi6m sdt cAn thfln vd tim m4ch vi theo d6i c6c d6u hiQu
. . -l

sinh t6n, ctrng voi viQc ch[m s6c triQu chfug vd h6 trg
chung. Do th6 tich phdn b5 cta citalopram lcrn, dtng lqi

4i1"i>

ti6u cu0ng btc, lqc m6u, lqc m6u hdp phU

(hemoperfusion) vi thay m6u kh6ng c6 ktri n6ng mang
lpi lqi ich.

Kh6ng c6 thu6c gi6i tlQc ttlc hiQu cho citalopram.
Trong viQc xri ti qu6 li6u, thu0mg n6n xem xdt khi nlng
tham gia cria nhi6u lopi thu6c kh6c, n6u c6.

o6xc c6r:
HQp 3 vi x 10 vi€n

nAo quAx:
Noi kh6, nhiet dO kh6ng qu6 300C. Tr6nh 6nh s6ng

TrEu cHUAN Ap ouxc:
Ti€u chuAn USP 39.

HAN DUNG:
36 th6ng k6 tu ngny sin xu6t.

TRACH NH16M IRoN vEN

Dd xa tdm tuy crta fid em.
Dpc k! hrhng ddn st dqtng tutc kht dilng.

Ndu cdn thAm thilng tin, xin hdi ! ktdn Bric sf.

Sin xudt tgi:
CONG TY Co PHAN DIJOC PHAM SAVI
(S.VtphrrmJ,S.C)
LO Z.Ol-02-O3a khu C6ng nghiQp trong khu Chii xu6t
T6n Thufn, phulng Tdn Thufln D0ng, qufln 7, thanh
ph6 ud chi Minh
DiQn tho4i: (84.8) 37700 142-143-144
Fax: (84,8) 37700145
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