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Escilalopram 20 mg Tablets

Each filmoated tablet contains:
Esitalopram Oxalate
equivaltrt to E$italopram ...... 20 mg

Dosage: As directed by the Physician

Store below 30"C, in a dry pla@
KEEP OUT OF REACH OF CHILDREN
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Ry_Thudc bttn theo ilmt

RECITA.2O
(Vi6n n6n bao phim Escitalopram 20 mg) w

cANn nAo:
Thuiic ndy chi s* dung theo sq kA don cila bdc si
Dqt til hudng ddn sit dung trwdc khi sir dUng.
NAu cdn thAm th6ng tin, xin h6i y kien bdc si.
Khdng dilng qud liiu chi dlnh.
Xin th6ng bdo cho bdc si biiit cdc tdc &tng kh6ng mong
Kh,6ng /ilng thuiic qud han s* dlng ghi tAn nhdn.
DA thu6c xa tdm tay cila trd.

THANH PHAN:
M6i vien ndn bao phim c6 chria:
Hoat chdt: Escitalopram oxalat tucrng ducrng Escitalopram .....
Td dwctc: Cellulose vi tinh th6, croscarmellose natri, talc

mudn tong qud trinh s* dung,

"""""";"""'
tinh ch6, co

....20mg
lloidal silicon dioxid,

magnesi stearat, hydroxy propyl methyl cellulose (HPMC), titan dioxid, polyethylen glycol (PEG-
400), nu6c tinh khi6t* @ay hoi trong qu6 trinh s6n xu6t kh6ng tham gia vdo thdnh pt ar, 

"rOi 
c,lu

vi6n)

Duqq Lu. c HQC:
Co ch0 tuic dqtng
Escitalopram ld thu6c ric ch6 chon loc sp t6i h6p thu serotonin (5-HT), c6 6i lpc cao v6i v! tri li6n
tiSt aAu. N6 cfing li6n k6t v6i v! tri allosteric cria tdc nh6n vdn chuy6n serotonin voi ti lpc thAp
hcrn 100014n.
Escitalopram kh6ng c6 ho{c c6 rli lUc thAp v6i m6t s6 c6c thg th6 bao g6m 5-HT1A, 5-HT2, thu
th6 DA D1 vi D2, al-, u2-,p-adrenoceptors, histamin H1, muscarin, cholinergic, benzodiazepin vi
c5c thu th6 opioid.
Sg ric ch6 thu trOi S-Uf ld co chtl tdc dung duy nh6t gi6i thich dac tinh duqc ltf vi t6c dpng lAm
sdng cta escitalopram .

Ttic dyng drqc $,
Trong mQt nghiOn cr?u dien tdm dd (ECG) mir d6i, c6 ki6m so6t gi6 dugc d ngudi kh6e manh, su
thay d6i QTc (so v6i ban dAu) ld 4,3 ms (dQ tin cQy 90%o:2,2;6,4) v6i li6u l0 mg/ngdy vd 10,7 ms
(dQ tin. cfy 90o/o: 8,6; 12,8) cy li6u cao 30 mg/ngiy. (Xin xem th6m mqc "Ch5ng chi dfnh",
"Khuy6n c5o vir thfln trgng" vd "T6c dpng kh6ng mong mu6n").
HiQu qud ldm sdng
Giai doon trim cdm trim trqng
Trong nghiCn cr?u mt d6i, escitalopram c6 hiQu qui trong di6u tri trAm c6m giai do4n cdp tinh d6i
v6i 3 tr6n 4 d6i tuqng sau 8 tuAn. \ .
Krlt qui nghiCn cr?u phdng ch6ng t6i ph6t tr€n 214 benh nhdh, ding li6u 10 hoQc 20 mg/ngdy
trong 8 tuAn, sau d6 dugc chgn ng6u nhi6n AC ti6p tqc dtng esbitalopram v6i li6u tucrng tu, hodc
v6i gi6 dugc cho d6n 36 tuAn cho th6y: nh6m bQnh nh6n ti6p tgc dtng escitalopram c6 thdi gian
t5i.ph5tk6o ddi hcvn 36 tuAn so v6i nh6m dtng gi6 duoc.
R6i logn lo du xd hAi
Escitalopram c6.hiQu qu6 trong 3 giai doan nghiCn criu ng6n (12 tuAn),.vi d6p img vdi phdng
ch6ng tdi phdt r6i lo4n Io 6u xd hQi trong 6 th6ng. HiQu qu6 diOu tri v6i li6u 5, 10 vd 20 mg trong
24 tudn dd dugc chimg minh.
Riii loqn lo du lan t6a
Escitalopram vdi li6u 10 vit20 mglngdy c6 hiQu qui d 41 4 trudnghgp nghiCn criu c6 aOi cfrmg
gi6 duoc.
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Tr.ong mQt nghi6n cr?u gdm.421 benh nhdn dugc di6u tri v6i escitalopram vd 419 bCnh nh6n duoc
di6u tri bdng gi6 dugc, c6 lAn lugt 47 ,5Yo vd 28,9o/o bqnh nh6n drip ung di6u tri vd 37 ,lYo, 20,80
kh6i phr,rc tr4ng th6i ban dAu. HiQu qui b6n virng dd dugc nhin th6y ngay tu tuin 1.

Nghi6n ciru ng5u nhi6.n 373 benh nhAn dtng liAu escitalopram 20 mglngiry, hi6u qud di6u tri d4t
dugc trong vdng 12 tudn, higu qu6" duy tri d5 duoc chimg minh trong i+-ie'tuan.
Rtii loan dm dnh cudng b*c
Trong nghi6n ciru mt d6i, ngAu nhi€n li6u escitalopram 20 mglngiry t6ch ra tt t6ng sO Aiem y-
BOCS sau 12 tuAn, hi6u qu6 khi dung li6u 10,20 mg/ngdy cao hcrn so v6i nh6m dung gi6 dugc.
Th<ri gian d4t dugc ktit qui d6 phdng ngtra t6i ph6t khi dung li6u 10 vd 20 mglngity aOi vOi Ugntr
nhdn nghi6n criu md ld 16 tuAn, cdn nghi6n ciru mt d6i le 24 fidn.
DUqC DQNG HQC:
Hdp thu
Thu6c h6g thu gAn nhu hodn toirn vd dQc l6p v6i thric dn
trong huy6t tucmg ld khoang 4 gid sau khi dtng da li6u.
Sinh kha dgng tuyQt d6i ctra escitalopram khodng 80% so v6i citalopram racemic.
Phdn b6
th6 tich phan b6 (Vd, B/F) sau khi u6ng khoingl2-261/kg. Escitalopram vi ch6t
chfnhli0n k6t voi protein huy6t tuong khoAng 56%.
ChuyAn hda
Escitalopram chuy6n h6a qua gan t4o thdnh cric ch6t chuy6n h6a demethyl ho{c didemethyl, ld c5c
ch6t chuy6n h6a cdn ho4t tinh. Ngodi ra nito cdn c6 th6 oxi h6a t4o th.anh N-oxid. Ch chiltmg vd
circ. ch6t chuy6n h6a dugc bni tii5t nhd glucuronid. Sau khi dtng da li6u, n6ng dQ trung binh cua
ch6t chuyen h6a demethyl vd didemethyl khoing 28-3lYo, cta escitalopram lir < 5%. SU chuy6n
h6a thdnh d4ng demethyl tt escitalopram chri y6u le nhd enzym CYP}C|}, c6 th6 c6 sp tham gia
cria CYP3A4,CYP2D6.
Thdi tri
Thdi gian b6n thai (tyz 0) sau khi dtrng da li6u ld 30 gid, d0 thanh thii cua huytit tucrng khi dtng

thu6c qua ducrng.-i€"g (Clo.ur) khoing 0,6 litlphrit. Cdc chlrt chuy6n h6a c6.thdi gian brln thAi ddi
hcrn. Gii thuytit ring escitalopram vd c6c ch6t chuyCn h6a chfnh duqc bdi titit qua gan vd thAn, thi
mQt ph6n 16n du-o. c bdi ti6tqua nu6c ti6u du6i d4ng dd chuy6n h5a.
DQ tuyiin tinh
Thu6c c6 dugc tlQng hqc tuytin tinh. NOng d0 6n dlnh cua thudc trong huy6t tucrng d4t dugc sau

khoang 1 tuAn. N6ng dQ trung binh khodng 50 nmollL (20 - 125 nmol/l) d4t dugc o li6u 10

mg/ngdy.
Ngwdi cao tu6i (> 65 tuAt)
Thcri gian b5n th6i d ngucri cao tu6i.diri hcrn so voi bQnh nhAn tr6 tu6i. Sinh kh6 dpng (AUC) cao

hcrn khoang50% so v6i ngudi tr6 tu6i, kh6e manh.
Slt! gan
O benh nhAn suy gan nhe hodc trung binh (Ti6u chuAn Child-Plug A vd B), thdi gian b6n thii cria

escitalopram thudng ddi hcyn g6p d6i, sinh khA dung cao hcrn khodn g 60% so v6i ngudi c6 chirc
ndng galbinh thucrng. \
Suy-tiqn\. \
V6i dang citalopram racemic, thcri gian b6n thAi kdo dii hcrn, sinh khi dqng cao hcrn so v6i nguoi
rry gia* chirc n[ng thdn (Clc, 10:53 mVph[t). N6ng dQ cua circ chdt chuyiSn h6a trong huy6t
tuong chua dugc nghi6n cuu, nhrmg c6 th6 tdng l€n.

Ea hinh
Khi nguoi c6 chric ndng chuydn h6a k6m d6i v6i CYP2C19 ldm tang g6p d6i n6ng dQ cua

escitalopram so v6i chuy6n h6a manh. Tuy nhi6n sinh khA dung kh6ng thay ddi nhi6u.

CHI D!NH:
- Trdm cAm th6 trAm trgng
- Di6u trf rdi lo4n hoing loan, c6 hay kh6ng c6 chimg sg kho6ng r6ng

Thdi gian (T,*) dO thu6c d4t n6ng dinh
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- Di6u tri r6i loan 5m 6nh cu6ng birc (OCD).
- Di6u tri c6c r6i lo4n lo 6u xE hQi (n6i 6m Anh xa hQi).
- Ei6u trf c6c r6i lo4n lo 6u lan toa.
LIEU LTIqNG VA CACH DUNG:

bgnh nh6n.
HiQu qu6 nhan th6y sau 3 thang didu-tri. Thdi gian di6u tri c6 th6 k6o ddi trong nhi0u th6ng.
DiAu ffi cdc rdi loqn lo du xd hAi (n6i dm dnh xd hAil.
Li6u th6ng thudng ld 10 mg/ngdy. TriQu chimg thuy6n gi6m sau 2-4 ttdn. Tty vdo d6p
trmg bQnh nhdn md [Au dung dugc giAm xr,6ng 5 mg/ngdy hodc tdng l6n 20 mg/ngdy.
R6i lo4n lo xd hQi le benh man tinh, do d6 th<ri gian di6u tri 12 tuAn dugc khuy6n c6o dO

d6p yng. Thcri gian di6u tr-i n6n k6o ddi khoang 6 th6ng d6 ngdn ngua t6i ph6t, cAn ki6m
ky de ddnh gi5 hiQu qui rliAu tri.
Riii toqn lo du lan tda
Li6u khcyi dAu ld 10 mg/ngdy. Tuy vdo d6p img cria trmg b6nh nh6n, c6 th6 li6u t6i da lOn d6n
2}mglngiry. 

_

Thoi gian di6u tri n6n k6o ddi khoing 6 th6ng 6 mric 1i6u 20 mg/ngdy vd benh nh6n ndn dugc dlnh
kj'ki€m tra.

fi;:'tr;Tiilu'{{i!,Tr{iKvdo d6p img cria trmg bQnh nhan, c6 th6 ri6u t6i da r6n dtin
2}mglngiry.
OCD le bQnh m4n tinh, do d6 benh nh6n cAn duqc dieu tri cho d6n khi kh6ng con tri6u chimg vi
-..,.,.1 -A-,dinh ky ki6m tra dC d6nh gi5 hiQu qui di6u trf.
Ns.udi cao tu6i Q 65 tu6i)
Li0u khoi dAu ld 5 mg/ngdy. Tiy thuQc vdo mric d6p ung cta timg bQnh nh6n md c6 th6 tdng li6u
c6 th6l6n diin 10 mg/ngdy
HiQu qui cia escitalopram trong diiSu tr! r6i loan lo Au xd hQi chua dugc nghi6n criu d ngudi cao

tudi.
Tri em vd thanh thidu niAn 3 18 tu\i)
Escitalopram kh6ng n6n duoc su dpng trong di6u tri o tr6 em vd thanh thi6u ni6n dudi 18 tu6i.

Suy rhdn. \
Kh6ng cAn hiQu chinh liAu elcitalopram o ngudi suy th4n nhg ho{c trung binh. CAn than trong O

bQnh nhAn suy thfn n[ng (C16. < 30 ml/phtt).
Suy gan
O6iirOl bQnh nhdn suy gan nhg vi trung binh, li6u khoi dAu ld 5 mg/ngdy trong 2 tuAn. Ttry thlOc
vdo dip. img cria ttmg bQnh nhdn, c6 th6 tdng li6u 16n d6n 10 mg/ngdy. Cdn thfn trong vi hiQu

chinh li6u 6 benh nhdn suy gan n{ng.
ThiAu hqi enzym chuydn hda CYP2C19
pOi vOi bQnhnh6n tirit5u hUt etzymchuy6n h6a CYP2C19, li6u khoi dAu 5 mg/ngdy trong 2 tuAn.

Tuy thuQc viro d6p img cria timg bQnh nhdn md c6 thO tdng li6u l6n d6n 10 mg/ngdy.

img
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Cdc triQu chtmg xutit hiQn khi ngicng thuiic
DC lem. gi6m nguy co khi ngtmg thu5c, tr6nh ngimg thu6c dQt ngQt, lidu escitalopram n6n duoc
gi6m dAn it nh6t trong.l-2 tudn. Ntiu bQnh nhan kh6ng d6p ung d;rqc diAu tr!, cO ttre ti6p tpc I6u
tru6c d6. Sau d6, c6 th6 gi6m li6u m6t c6ch tri tir hcm.
CH6NG cHi uINu:
Qu6 m6n v6i bAt cri thdnh phin ndo cria thu6c.
Benh nh6n d pha hmg cim.
Kh6ng dung d6ng thdi v6i cdc IMAO kh6ng chgn lgc, kh6ng h6i phgc, do nguy co g6y ra hQi
chimg serotonin voi c6c bi6u hiQn nhu kfch dQng, run, tdng tha; nhiQa.. ..
Dung chung escitalopram v1i clc thu6c ric ch6 MAO-A c6 h6i phpc (nhu meclobemid) hoflc c6c
thu6c ric chtl MAO kh6ng chon loc (linezolid) ld ch6ng chi dinh do nguy co gAy hQi chrmg
serotonin.
Ch6ng chi dfnh dung thu6c khi dung ciic thu6c ric chr5 MAO trong vdng 2
es_citalopram.

Ch6ng chi dinh dtng escitalopram cho bQnh nhdn c6 khoang QT k6o ddi bim
Kh6ng dtng chung escitalopram vcri c6c thu6c k6o ddi khodng QT.
KHUYEN CAO VA THAN TRONG:
Ap dpng cho nh6m di6u tri SSRf itnuOc fc chti thu h6i serotonin c6 chgn lgc).
Tri em vd thanh thi€u niAn dudi I8 tu6i

tuAn tru6c khi dtng

sinh hodc kh6ng.

+-
Kh6ng dtng escitalopram cho tr6 em vd thanh thi6u ni€n ducri.18 tu6i, do ldm tdng ciic hirnh vi tu
s6t (c6 g5ng ty s6t hodc c6 y nghi tg s6t), c6c hdnh.vi ch6ng aOi noAc tric gifn. Tuy thuQc vdo nhu
cAu l6m sdng, tr6 em tri 12 - 18 tu6i c6 th6 dtng n6u th4t sg cAn thi6t, tuy nhi€n, cAn theo ddi ch4t
hanh vi tg sdt, tU hai ban thdn ho4c hdnh vi ch6ng d6i, d[c biQt khi blt diu di6u tri. Chua c6 dir
liQu an todn khi dtng thu6c ldu dii 6 tr6 em vd thanh thi6u ni0n li6n quan d6n sy phrlt tri6n, trucrng
thenh, ph6t triiin nhfn thric vd hdnh vi.
Lo tdng nghich t!, (Paradoxical anxiety)
Trong giai do4n dAu khi di6u tri b[ng thu6c ch6ng tr6m cAm, benh nhan c6 thO c6 c6c triQu chimg
hoing loan, tdng sg lo 6u. Cdc triQu chimg ndy sE giim sau 2 tuAn diAu tri. Do d6, khoi dAu bing
HAu th6p d6 gi6m hiQn tusng ndy.
Co giQt
NEn ngrmg escitalopram khi benh nh6n ph6t tri6n ccrn co giat d6u ti6n, hoflc n6u c6 sg gia tdng tAn

s6 co gi4t lOOi vOi bQnh nh6n dd c6 chimg dQng kinh tru6c 116). Kh6ng n6n dtng SSRIs cho nhirng
bQnh nhAn dQng kinh kh6ng 6n d!nh, cAn dugc theo ddi ch{t ch6 bQnh nhAn da ki€m sorit dugc
chimg dQng kinh.
Hung cdm
Thfln trgng khi dung SSRIs d benh nhdn c6 ti6n st hmg cimlhtmg cAm nhg. Ngtmg thu6c khi
bQnh nhAn c6 bi6u hiQn hmg cdm giai do4n 1.

Ddi thdo dudng
O benh nhdn d6i th6o dudng, khi dtng SSRIs c6 th6 ldm thay d6i kiem so6t dudng huy6t (tdng

ho{c giAm dudng huytit), do d6 cAn ph6i hiQu chinh lidu cua insulin/thu6c ha ducrng huytit duqg
u6ng kh6c). \ I
friathodcc6!,nghitrysdr
fiim cim c6 th6 l;m tang y nghi tu s6t, tg g6y hai cho b6n th6n hoflc tg s6t. Nguy co ndy u5, dn
tai cho dtin khi c6c tri6u chimg trAm c6m dd thuy6n gi6m d6ng kC. Tinh trang niry kh6ng dugc cdi

thiQn trong vdi tuAn di6u tri dAu. Do d6, cAn duoc theo d6i ch4t che dC gidm nguy co ty s6t cira

benh nhAn.
Khi sir dqng escitalopram cho c6c th6 r6i lo4n tAm thAn kh6c, cfing-ldm t[ng nguy co tp s6t o bQnh

nh6n. Ngodi ra, trong di6u kiQn tr6n, c6 th6 sC mac d6ng thdi v6i r6i lo4n lo 6u lan t6a. Do d6, cAn

quur, ,,lt 
"5c 

bitiu hiQn r6i 1o4n lo 6u lan t6a khi di6u tri c6c bQnh r6i lout tAm thAn kh6c.
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BQnh nh6n c6 ti6n str tg siit, ho[c c6 y nghi tu siit tru6c khi di6u tr!, cAn dugc theo ddi cAn th6n
trong khi di6u trf. Kdt qud ph6n tich met;dtug thu6c ch6ng t.a-.ai" o b6rt-#;;ffi^1n;;
c6 dung giA duqc cho th6y, nguy co tu siit tang d nh6m dunfthu6c tr6n d6i i"*g a"oirffi6i:---
C6c d6i tugng c6n gi6m srit, d4c biQt la nhirng lguoi c6 nguy co cao, n6n duoc sri dung cric liQu
phrip di kdm, ddc bi6t trong giai doan dAu cria di6u tri vd khi tiay aoi ticu.
BQnh nh6n (ho[c nhirng ngudi .!am s6c bQnh nhAn) n6n ducyc c6nh b6o trong qud trinh giiim siit,
khi benh nhdn c6 c6c hinh vi x6u nhu c6 y nghi tr,r s6t ho{c tu siit, nhirng tfray AOi U6I tfr"-rj
trong hdnh vi, cAn.bSo c6o vd xin tu v6n cira nhan ui6n y t6 ngay l4p tr?c.
Akathisia/ b1n chin
ViQc sir dpng SSRIs/SNRIs li6n quan dtin sg tdng cAm gi6c b6n chdn, kh6 chiu, dau bu6n, bu:t rut.
HiQn tugng niy thu<rng xu6t hiCn trong vdi tuAn dAu ctra al6u tri. Khi c6c triQu chimg ndy gia tdng,
n6u tdng li6u c6 thO gdy ra nhirng di6u b6t lqi.
Ha natri mdu
Su bdi ti6t hormon ch6ng bdi ni6u (SIADH), c6 th6 g|,y hanatri miiu khi sri dung c6c thu6c SSRI,
hi6n tuqng ndy hitSm khi xay ra, nhtmg n6u xay ra, c5n-dimg viQc sri dgng thu6c.
NCn thAn trgng khi dtng thu6c cho nh6m bQnh nhAn c6 nguy co nhu: ngudi gid, bQnh nhdn xcr
gan, ho{c.dtng chung voi c6c thu6c c5 th6 g6y ha natri m6u.
Xudt huy1t
DE c6 b6o c5o ve nign tugng chdy m6u bAt thucrng du6i da nhu: bAm m6u, ban xu6t huytit khi
dtng c6c SSRI. CAn thdn.trQng q benh nhan c6 dtng chung voi citc thu6c kh6c nhu thu6c ch6ng
d6ng m6u, thu6c.ch6ng k6t t6p ti6u cAu (thu6c ch6ng loan thAn kh6ng di6n hinh, c5c phenothiazii,
hAu h6t c6c thu5c ch6ng trAm cAm ba vdng, acid acetylsalicylic ua .a. NSAID, iiclopidin vd
dipyridamol) vd c5c benh nhAn c6 khuynh hucrng chAy m6u.
56 c diQn (ECT-el e ctr o c onvul s iv e ther apy)
Kinh nghiQm l6m sing cho th6y cAn thfln trong khi d6ng thdi sir dung SSRIs vd ECT
HQi ch*ng Serotonin

ES

ThAn trgng khi sri dqng escitalopram v6i crlc thu6c inh huong d6n serotonin nhu sumatriptan hodc
cic triptan khiic, tramadol vd tryptophan.
MQt sO biOu hiQn hi6m gap dd xiy ra khi k6t hqp SSRIs v6i thu6c serotonegic nhu kich dQng, run

i .^. ..:
rdy, rung gi6t co, tdng thdn nhiQt. I(hi xiy ra hi€n tucr,ng ndy, cdn dimg thu6c vd 6p dpng c6c biQn
ph6p di6u tritriQu chimg.
St.John's wort
Dirng d6ng th<ri SSRIs v6i c6c thAo duoc c6 chria St.John's wort (Hyperium perforatum) c6 thO

ldm tdng c6c phAn tmg b6t lqi.
Tri€u ch*ng ngung
TriQu chimg ngyng xu6t hign khi ngrmg di6u tri, dac biet ld ngimg di6u tri dQt ngQt. Thir nghiQm
l6m sdng cho thAy, c6c phin img ngtmg xuAt hign tr€n25o/o benh nh6n dtng escitalopram cdn v6i
bQnh nh6n dtng gii duoc ld 15%.
Nguy co cta triQu chimg ngrmg c6 thO php thuQc vdo nhi6u ytiu t6 nhu thdi gian, li6u luqng vi ti'
lQ gi6m 1i6u- V6i cdc.bi6u hi6n nhu: ch6ng mdt, r6i lo4ncdm gi6c (bao g6m di cim vd cirm gitrc

s6c diQn), r6i loan gi6c ngri (chtmg m6t ngu vd nhirng giAc mo di t\ucrng), kich dQng ho{c 1o 6u,

budn ndn hodc n6n, run, d6 m6. h6i, nhirc dAu, ti6u ch6y, d6nh tr6ngtrgu., m6t 6n dlnh tinh cAm,

kh6 chiu, hay gap trudng hqp r6i lo4n thf gi6c. CirctriQu chimg thu<rng nhg d6n trung binh, mQt si5

bQnh nhAn c6 th6 n{ng vC cuong dQ.

C6c triQu chimg thudng xdy ra trong vhi ngdy d6u ti6n sau khi ngimg di6u tri, nhmg rAt hi6m gdp

6 bQnh nhdn khi qu6n m6t li6u thu6c.
C6c triQu chrmg niy thulng h6t trong vdng 2 tuAn, m6t sd c6 thO kdo ddi 2-3 rhing ho6c hcrn. Do
d6 n6n giim li6u escitalopram ttr tu trong vdi tuAn hodc vdi thdng, tty nhu ciu cta bQnh nh6n.

BAnh mach vdnh
Do kinh nghiQm l6m sdng cdn h4n ch6, do d6 cAn th4n trong khi dtng escitalopram cho bQnh nhAn

b! bQnh m4ch vdnh.
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Khodng QT kdo ddi
Escitalopram c5 tho g:y lel tuqng k6o.ddi khoang QT phu thuQc li6u. HiQn tuqng k6o ddi

$:top 9T:: lo,a1 nhlp th6t bao g6m xoin dinh da duq. ba" cito irong thdi ky hAu riarketing,
chu yeu d benh nhdn nt, benh nhan ha kali m6u, d5 c6 khoAng QT k6o di tru6c aO tro4" bqnh ti;
mach kh5c.
rfan-Jro.ne_d nhirng 9!nh nhan c5 nhip tim ch6m d6ng kri, bQnh nhAn nh6i m6u co tim c6p tfnh
gAn ddy hodc suy tim kh6ng bir.
R6i lo4n diQn gi6i nhu h4 kali m6u vd gidm magnesi mdu ldm tdng nguy co r6i loan nhlp tim 6c

1l*, 9q {6 cAn xtly cdc hiQn tusng tr6ritru6c t t'i aicu tr! bing escilalopiam.
Ndu bQnh nhan benh tim dE ai6u tri 6n dinh, cAn d6nh gi6 ECG tru6c khi bat dAu dung
escitalopram.
N6u c6 d6u hiQu r6i lo4n nhlp tim xiy ra trong di€u tri v6i escitalopram, cAn ngtng thu6c vd ldm
diQn tdm d6.
BAnh tdng n\dn dp g6c ddng (Glaucom g6c d6ryg)
SSRIs bao S6m.escitalopram c6 th6 g6y gi6n d6ng tir. T6c hai g6y gidn d6ng tri ndy c6 thti thu hep
g6c mit a6n A6n tAng 4p luc n6i nhan vd ting nhdn 5p g6c aO"g, dAc bi[t o nhirng benh nha;
tru6c khi dugc xir ly. CAn sri dgng than trgng d nhirng U-enfr nfran tAng nhan 6p g6c d6-ng irodc ti6n
st ting nhdn rip.

rAc nqNG c0A THUOc rnnN KHA NANG rAr xB vA vAN HANu ruAy ivr6c:
EscitaloPram dS.dugc chimg minh li kh6ng 6nh hucrng d6n chric ndng tri tuQ hoflc t6m thAn vfln
dOng, U6t t<y thu6c hudng t6m thAn ndo cfing c6 th6 ldm giam phan dorin ho{c k} ndng. Do d6, cAn
thAn trong khi l6i xe vd v6n hdnh m6y m6c trong thdi gian di6u tri bing escitalopram
srI DUNG cHo pHU NrI co rHAr vA cHo col nu:
Phu nic c6 thai
Chua c6 dri dt liqu ldm sdng khi dung thu6c escitalopram cho phq nfr mang thai.
K6t,qud nghiOn ciru tr6n dQng v4t cho th6y escitalopram gdy dQc tinh sinh sdn, do
thu6c trong thdi kli mang thai khi th6t cAn thi6t vd dd cAn nhdc gita lqi fch vd nguy
Cdn ph6i theo d6i tr6 so sinh, khi mg dung escitalopram trong thai kj', d{c biQt ld
ViQc dtmg thu6c dOt ngQt n6n tr6nh trong thdi kj.mang thai.
Trd scv sinh c6 thiS cric bi6u hiQn sau dAy, n6u me dtng c6c SSRVSNRI sir dpng trong giai do4n sau

cua thai kj,: suy hO h6p, fimtii,ngtng thd, co gi6t, nhiQt dQ kh6ng 6n dinh, kh6 5n, n6n mtra,h4
ducrng huy6t, tdng/giim trucrng luc, t6ng phAn xa, run, b6n chdn, kh6 ch!u, thd o, kh6c nhi6u,
budn ngri/kh6 ngri. C6c triQu chimg ndy ld do 6nh hucrng cira serotonergic hoflc phin img ngffiB,
thudng xu6t hien s6m trong khoAng 24 gii: sau khi sinh.
Dfr liQu dlch tE hoc cho th6y viQc sri dung SSRIs trong thai kj,, d{c biet le cu6i thai ky, c6 th6 lem

d6 chi su dpng
c0.
ba thdng cu6i.
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tdng nguy co tdng
dugc khoang 5/100
dAn s6.

Cho con bit

huytit rlp dQng mach ptrOi aai ding o tr6 so sinh (PPHN). Nguy co quan s6t
, d6i v6i trucrng hqp mang thai. I hoQc 2 trudng hqp tr6n 1000 thai trong toirn

Theo dg ki6n, escitalopram c6 th6 dugc bdi ti6t qua sira m9, do d6 cho trd ngring bri trong thdi. ..: .
gran dr€u tn. 1 \
kt a rang iirh\sa, \
Dfr liQu nghiCn criu tr6n dQng vft cho th6y, escitalopram c6 khi n[ng 6nh hucrng dtin ch6t lugng
tinh trung. Biio c6o tr6n ngudi chi ra ring SSRI c6 th6 ldm d6o ngugc dnh hucrng dtin ch6t lugng
tinh trung. Chua c6 brio c6o liOn quan d6n khA ndng sinh sAn cita con nguoi.
rUoNG rAc rnu6c:
Tuong t6c duoc d6ne hoc
Cdc k€t ho. p chiing chi dinh
CAc IMAO kh6ng phr,rc.h6i, kh6ng chgn loc: MQt s6 truong hqp Sa xtty ra phdn rlmg trAm trgng
tr6n b6nh nhdn dung phOi hqp SSRIs v6i c6c IMAO kh6ng phuc h6i, kh6ng chon lgc, hodc ci tr6n
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bQnh nhan dd ngrmg di€u tri bang SSzu vd bit dAu v6i IMAO. Mgt s6 trudng hgp, bQnh nh6n d6
ph6t tririn hQi chtmg serotonin.
Do d6, escitalopram c6 thd Uit aAu 14 ngdy sau khi ngyngdiAu tri bang IMAS kh6ng troi phsc.
ye it nh6t sau 7 ngdy, ngtng tli6u tri 

"..iiulopru^ 
*oiiaiEa, nil rrr"a'.}r,rao r.r,or-g;hd;e;;

kh6ng chon loc.
IMAO-A phgc h6i, c6 chon lgc (moclobemid): do nguy ccy c[ra hQi chring serotonin n6n sg k6t

l{..{u,:r.j,?l:pru-.v6i mQr IMAO-A nhu moclouemii ld ch6ng chi dinh."Trong tr"*g hre ;A;
thi6t phAi ph6i hgp, li6u escitalopram khuytin c6o ld toi tnieu ua .An gi6m srit .t at .t c tren tam
sdng.

IMAO phuc h6i, *9r* 9!9n loc (linezolid): kh6ng sinh linezolid ld mQt IMAO phpc h6i, kh6ng
chon lgc vd kh6ng.n6n ph6i l.,qp uOi escitalopram. Trong trucrng hqrp cAn thi6t phai phoi hqrp, tici
escitalopram khuytin c6o ld toi ttricu vd cAn gi6m s6t chalche tr€n l6m sdng.

ry+?-| h6y^ phgc h6i, chon loc (selegilin)' khi k6t hq,'p voi selegilin, 
".A, 

th4n trgng vi chring
c6 th6 gdy ra hQi chtmg serotonin. LiAu selegilin l6n ACn lOmg/ngay fa an tohn khi ph6i hqp v6i
citalopram racemic.
KhoAng. QT k6o ddi: do nghiOn cr?u dugc dQng hqc vd duoc luc hoc cira escitalopram k6t hqp v6i
c6c thu6c kdo ddi khodng QT dd kh6ng duqc ihgc hiQn n6n dd kh6ng loai trir dugc c6c phan rmg
kh6ng mong mu6n..Do d6, ch6ng cfri Ainfr phOi frgp'escitalopram ,6i .6. thu6c kdo ddi khonng
QT nhu: thu6c ch6ng loan nhip nh6m IA vi nh6m tIl, ihudc ch6ng lo4n thAn (d6n xu6i
phenothiazin, pimozid, haloperidol), thu6c ch6ng tAm cAm ba vdng, cdc kh6ng sinh (sparfloxacin,
moxifloxacin, erythromycin IV, pentamidin, thu6c di6u tri s5t r6t, d{c biet ld halofantrin), thu6c
kh6ng histamin (astemizol, mizolastin).
Cdc kiit lqp tA, thQn trsng
Cdc thu6c serotonergic: khi ph6i hgp thu6c vcyi c6c serotonergic nhu tramadol, sumatriptan vd ciic
triptan kh6c c6 thO gdy ra hQi chimg serotonin.
C6c thu6c ldm gi6m ngudng co gi{t: c5c SSRI c6 th6 ldm gi6m ngudng co giQt. C6n th{n trgng khi
dtng d6ng thdi v6i cilc thu6c c6 khi ndng ldm giAm ngu6ng co gi4t (nhu c6c thu6c trim cim
tricyclic, SSRI), thu6c an thAn kinh (phenothiazin, thioxanthin, butyrophenon), mefloquin,
bupropion vd tramadol.
Lithi, tryptophan: dd c6 b6o c6o t6c dpng.tdng cudng khi dung chung SSRI v6i lithi, tryptophan,
do d6 c6n th4n trong khi ph6i hqrp c6c thu6c nlry.
St.John's wort: dtng chung SSRI v6i c6c th6o dugc c6 chria St.John's wort (Hypericum
perforatum) c6 th6ldm tdng crlc phdn rmg b6t lqi.
Xu6t huy6t:
- Phdi hqp escitalopram v6i cic thu6c ch6ng d6ng c6 th6 lam thay d6i t6c dung c.h6ng d6ng.

BQnh nhAn di6u tri bAng thu6c ch6ng d6ng dudng u6ng, n6n dugc theo d6i chi s6 d6ng mriu
cAn th4n khi bit dAu hoflc ngtng sri dgng escitalopram.

- Khi ptrOi vOi v6i c6c NSAID c5 th6 tdng nguy co chdy m6u.
Rucru: tuy kh6ng c6 tucrng t6c dugc lgc hgc hoflc dugc dQng hqc gifla escitalopram vir ruqu, tuy
nhi6n kh6ng n6n dtng cdc thu6c hudng tdm thAn chung v6i rucru.

Cilc sin ph6m gdy ha kali/magnes[ m6u: c.an than trong khi dtng escitalopram v6i c5c s6n phAm

gAy ha kali/magnesi m6u do nguy Co gdy.6i loan nhfp 6c tinh.
Tuong tdc daqc dAng hoc
Anh hugng cua cdc thu6c kh6c tr6n dugc dQng hgc ctra escitalopram
- SU chuy6n h6a cria escitalopram chu y6u qua trulg gian CYP2C19, vd mQt phAn nh6 qua

CYP3A4, CYP2D6. Su chuy6n h6a cua chAt chuy€n h6a chinh S-DCT (dang khu methyl cua

escitalopram) dugc xric t6c mQt phdn nhd CYP2D6.
- Ph6i hqp escitalopram v6i omeprazol30 mg/ngdy (ld mQt ch6t ric ctrti CypZClg), ldm tdng

n6ng dQ cira escitalopram trong huy6t tuong trung binh khoAng 50%.
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- Dtng d6ng thoi escitalopram vqi cimetidin (ld mQt ch6t fc ch6 enzym mric d6 trung binh) li6u
400 mg, 2l6n/ngity,ldm ting n6ng dQ. cria escitaiopram trong t uylt i"org ,rurg binh kho6ng
7lYo.Do d6 khi ph6i hq'p thu6c.cAn di6u chinh ri€uiscitalop.u*.

- Than trgng khl nh6i hop thu6c v6i c6c thu6c ric ch6 Lrry^ CYP2Clg nhu omep razol,
esomeprazol, fluvoxamin, lansoprazol, ticlopidin) hoflc cimetidin. ViQc giAm hC; cria

, .escitalopram phg thuQc vdo vi€c theo d6i tilc dung kh6ng mong mu6n trong quri trinh di6u tri.
ann nuong cria escitalopram l6n duqc dQng hgc cria cac tnu6c tha-c:
- Escitalopram ld ch6t ric ch6 enzym CYP2.D6, do d6 cAn th{n trong khi dirng chung

escitalopram v6i c6c thu6c chuy6n h6a cht y6u qua enzymndy vd c6 chi iO aiA" tri ilep nhu]
flecainid, propafenon vd metoprolol (dugc sil dung trong bQnh suy tim), hoflc mQt s6-thu6c
th6n kinh trung uong duoc chuy6n h6a boi CYP2D6 ntrJ tnuOc ch6ng trAm cim desipramin,
clomipramin vd nortriptylin hoflc thu6c ch6ng loan thdn nhu risperidon, thioridazin vd
haloperidol. Do d6, AiCu itrintr li6u cria c6c thu6c"khi cAn thi6t.

- Ph6i hqp v6i desipramin ho6c metoprolol ldm tdng g6,p 2 lAn ndng dQ ch6t nAn cria CYP2D6
trong huytit tucrng.

- Nghi6n cuu in vitro cho th6y escitalopram cfing c6 t6c dgng ric ch6 enzym CYP2C19 ytiu. Do

- d6, cAn thAn trgng khi dtng d6ng thoiv ot citc sZn phAm cfruyen h6a boi'CYP2C|9.
rAc oqNG KHONG MoNG MUoN:
C6c phin img kh6ng mong mu6n thucrng xudt hiQn trong tuAn d6u ho6c tuAn thri hai ctra diOu tri

,).
va gram oan cuong Ag 

"a 
tIn su6t khi ti6p'tgc di6utr!

Tdn s6 rluqc dinh.nghia nhu sau: n6t ptrO bitin (l 1/10), pnO bitln (Z 1/100 dtin < 1/10), kh6ng ph6
bien (> 1/1000 dtin < 1/100), hi6m gap (> 1/ 10000 d6n < l/1000), r6t hit5m (< 1i10000) hoA"
kh6ng. 16 (kh6ng thti u6c tinh dugc tt dfr li6u c6 sin).
- nAt pfrO Ui6n (2 1/10): dau dAu, bu6n n6n
- P!r6 bil5n (2 1/100 d6n < l/10): giim cim gi6c ngon mi6ng, tdng sg thdm dn, tdng c6n, lo l8ng,

, ). , .l .^
b6n ch6n, gi6c mo di thudng, giAm ham mu6n tinh dpc, r6i loan chric ndng tinh duc d nir,
ch6ng m{t, d! cim, run, vi6m xoang , ygep., ti6u chAy, t6o b6n-, n6n mta, kh6 miQng, .a md h6i
nhi6u, dau kh6p, dau ccr, m6t m6i, s6t, r6i loan xu6t tinh, b6t lgc (r6i loan chirc n5ng cucmg
ducrng)

- Kh6ng pfrO Ui6n (> l/1000 d6n < 1/100): GiAm cAn, nghi6n rdng, kich dQng, cdng thing, hoAng
lo4n, hi l6n, r6i lo4n v! gi6c, r6i lo4n gi6c ngri, ng6t, gi6n ddng ttr, r5i lo4n thi giric, ir tai, nhip
tim nhanh, ch6y m6u cam, xuat huy6t ti€u h6a bao gdm ci xu6t huytit truc trdng), -d day,

ryng t6c, ngfa, bdng huytit, rong kinh, pht.
- Hi6m gap (> 1/ 10000 d6n < 1/1000): Phin img phdn vQ (phAn.rmg di img c6 khi ndng de dea

tinh m4ng), hQi chimg serotonin (v6i c6c bi6u hiQn nhu toiit m6 hdi, run, nhlp tim nhanh, ti6u
ch6y, tdng ph6n xa, thay d6i tr4ng th6i tAm thAn (vi dg nhu sq nhAm l6n, hrmg cim nhg, kich
dQng), met ki6m so6t, hoang tuong, nhip tim chQm.

- Kh6ng 16: gi6m ti6u cAu, hQi chrmg titit kh6ng phu hqp cta hormon ch6ng bdi niQu (SIADH),
ha natri m6u, bi6ng 6n, hrmg cim, c6 suy nghi ho4c hdnh vi tu s6t, r6i lo4n v{n d6ng, co giQt,

h9*g QT k6o ddi trong diQn t6m dd, lo4n 4ip ttr6t c6 hiQn tugng xoin dinh, h4 huytit 6p tu
th6 dimg, vi6m gan, ki6m tra chfc ndng gan bAt thqcrng, pht m4ch, bi ti6u.

QUA LIEU VA XTI TRi: I
DAc finh
Dfr li-6u vd sp qu6 li6u escitalopram tr6n l6m sdng cdn h4n ch6, nhi6u trudng hcr-p li6n quan dOn

qu6 li6u do ph5i hqp thu6c. C6c triQu chimg thucrng nhe ho{c kh6ng c6. I(hi dtng dcrn li6u
escitalopram tt 400 - 800 mg kh6ng gdy rabAt ky tri6u chimg nghiOm trgng ndo.

TriQu chung
C5c triQu chimg chu y6u li6n quan d6n h0 thdn kinh trung.ucrng nhu run, ch6ng mAt, kich dQng,

hitSm gap hQi chung serotonin, co giAt, h6n m6, tr6n hQ th6ng ti6u h6a bao g6m: bu6n n6n, n6n,

tr6n tim m4ch (ha huy6t 6p, nhip tim nhanh, khodng QT k6o ddi vd lo4n nhlp tim), ha kali, natri
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m6u.
X* tri
Kh6ng c6 thu6c giAi dQc dac hiQu. CAn thi6t lap vn duy tri dudng thd, d6m bio dri oxy vd chric
ndng h6 h6p. C6 thO 6p dpng biQn ph6p rtra da ddy hoflc dtng than ho4t tinh. Benh nh6n nOn dugc
rria da ddy cdng s6m cang t6t. CAn chri f c6c v6n ee tien quan d6n tim mach vd 6p dqng c5c biQn
ph6p h5 trg chung.
C6c trudng hqrp qu6li6u o bQnh nhAn suy tim sung huy6t, nhip tim chflm, benh nhdn c6 str dgng
d6ng thoi vdi cilc thu6c k6o ddi khoAng QT, benh nhAn r6i loan chuy6n h6a nhu suy gan, cAn theo
d6i rliQn tam d6.
TIT,U CHUAN CHAT LTIONG:
Ti6u chu6n co s6.

BAO QUAN:
86o quan <y nhiqt d0 du6i 30oC. Noi kh6 tho6ng.
HAN SU DUNG
24 thang k6 tt ngdy sin xuAt.
SO tO s6n xu6t (Batch No.), ngdy sdn xu6t (Mfg. date), h4n dtng (Exp. date): xin xem tr6n nhdn
hQp vd vi.
DANG BAO CHE VA QUY CACH DONG GOr:
HQp 02 vi x 14 vi6n n6n bao phim.

San xu6t t4i bcri:

Ipca Laboratories Ltd
Plot No. 25511, Athal, Silvassa, Pin.396230, (D & NH) India.
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