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Ry - Thudc nay chi dimg theo don thudc

ELICEA 5 MG

(Vién nén bao phim Escitalopram 5 mg)

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:

Bé xa tam tay tré em

Doc kj hudng dén sie dung trude khi dimg

Théng bdo ngay cho bdc sy hodc duoc st nhitng tdc dung khong mong muon gdp phai khi sir
dung thuéc

THANH PHAN CONG THUC THUOC:

M&ai vién nén bao phim ¢6 chia:

Hoat chit: Escitalopram (duéi dang Escitalopram oxalat) ................ 5 mg

Td duege: Lactose monohydrat, crospovidon, povidon K30, cellulose vi tinh thé, tinh bot tién
gelatin hoa, magnesi stearat, Opadry white 33G28707 (thanh phn: hypromellose 6¢P, titan
dioxid, lactose monohydrat, macrogol 3000, triacetin).

DANG BAO CHE:
Dang bao ché: vién nén bao phim. )
M0 ta hinh thite: vién nén bao phim mau tring, hinh tron, hai mit 13i va céc canh vat.

CHI DINH:

Diéu tri cac gial doan trAm c&m chinh.

Diéu tri ron loan hoang so c6 hoéc khong ¢6 ching s¢ ddm dong.
Diéu tri r01 loan lo &u x& hoi (dm anh x4 hoi).

Bleu tri r01 loan lo 4u téng quat.

Diéu tri rdi loan 4m &nh cudng ché.

CACH DUNG, LIEU DUNG:

Thude dung theo dudmg ubng, theo sy huéng din cua bac si didu tri.

Su an toan trén 20 mg/ngay khong duge khuyén céo.

C6 thé ding thuoc cung hodc khong ciing véi thite dn.

Cac giai doan tram cam chinh

Lleu thong thudmg 10mg/ngdy. Phu thude vao dap img cia timg bénh nhan, c6 thé tang lidu
t6i da lén dén 20mg/ngay.

Ding thude sau 2- 4 tudn s& dat dugc tac dung chong trim cam. Sau khi céc tri¢u chimg da
duge khéc - phuc, can sir dung thudc it nhét 6 thang dé cting ¢ mirc dép tmg.

Diéu tri réi loan hoang so c6 hodc khong co chitng s¢ dam dong

Liéu 5 mg/ngay duge khuyen cdo cho tuén dau stt dung escitalopram trude khi ting liéu 1én
10 mg/ngay. Lidu dung cé thé tang t6i da dén 20 mg/ngdy, tuy thude vao mirc dép Ung cla
ting bénh nhén.

Hiéu qua nhan thdy sau 3 thang diéu trj. Thoi gian diéu tri c6 thé kéo dai trong nhidu thang.
Diéu tri cdc réi loan lo Gu xa héi (ndi dm anh xa héi).

Liéu thong thuong 1a 10 mg/ngdy. Triéu chimg thuyén giam sau 2-4 tuan. Tuy vao dap tng
cua tirng bénh nhan ma lidu ding duoc giam xuﬁng 5 mg/ngﬁy hodc tang 1én 20 mg/ngay.

R&i loan lo 4u xd hoi 12 bénh man tinh, do d6 thoi gian diéu tri 12 tudn duoc khuyen céo de
cung ¢d dap ung. Thoi gian diéu trj nén kéo dai khodng 6 thing dé ngdn ngira tai phat, cin
kiém tra dinh ky dé danh gia hiéu qua didu tri.

R6i logn lo Gu tong qudt

Liéu khoi ddu la 10 mg/ngay. Tuy vao dép img ciia timg bénh nhan, ¢6 thé lidu tdi da lén dén
20 mg/ngay

Thoi gian didu tri nén kéo dai khoang 6 thang & mirc lidu 20 mg/ngay va bénh nhan nén dugc
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dmh ky kiém tra.

Réi loan ém dnh cudng ché (OCD)

Liéu khoi dAu 12 10 mg/ngay. Thy vao dép tmg ctia timg bénh nhdn, c6 thé liéu ti da 1én dén
20mg/ngay.

OCD la bénh man tinh, do d6 bénh nhan cAn duge didu tri cho dén khi khdng con triéu chimg
va dinh ky kiém tra dé danh gi4 hiéu qua diéu trj.

Ngwm cao tudi (> 65 tudi)

Lleu kht’n dAu 12 5 mg/ngay. Ty thude vao mic dp mg clia timg bénh nhin ma c6 thé ting
lidu ¢6 thé 1én dén 10 mg/ngay.

Hiéu qua cta escitalopram trong diéu tri 1i loan lo 4u x& hdi chua dwoc nghién ctru & ngudi
cao tuoi.

Tré em

Escitalopram khéng nén duoc st dung trong diéu tri & tré em va thanh thiéu nién dudi 18 tudi.
Suy than

Khéng cdn higu chinh lidu escitalopram & ngudi suy than nhe hodc trung binh. Cén thén trong
¢ bénh nhén suy than ning (Cler < 30 ml/phat).

Suy gan

D6i v6i bénh nhén suy gan nhe va trung binh, lidu khéi dAu 13 5 mg/ngdy trong 2 tudn. Tiy
thude vao dap mg cua timg bénh nhan, ¢6 thé ting liéu 1én dén 10 mg/ngay. Cén thin trong
va hiéu chinh lidu & bénh nhan suy gan nang.

Thiéu hut enzym chuyén héa CYP2C19

E)él v6i bénh nhén thiéu hut enzym chuyén hoéa CYP2C19 liéu khéi dau 5 mg/ngay trong 2
tudn. Tly thude vao (dép tmg cua timg bénh nhdn ma c6 thé tang liéu 1én dén 10 mg/ngay.

Cdec triéu chieng xudt hién khi ngieng thudc

Dé lam giam nguy co khi ngung thuoc tranh ngimg thudc dot ngdt, liéu esmtalopram nén
duge glam dan it nhat trong 1-2 tuan. Néu bénh nhén khong dap tmg duoc diéu tri, co thé tiép
tuc lidu trude d6. Sau d6, cb thé giam lidu mdt cach tir tir hom.

CHONG CHI PINH:

Qué man véi bit ¢ thanh phn nio cia thude.

Khéng dung déng thei véi cac thube tre ché khong chon loc monoamin oxidase (thude tre ché
MAO) khéng hdi phuc, do nguy co gy ra hdi chimg serotonin v&i cdc biéu hién nhu kich
déng, run, tang than nhiét. ...

Ding dong thoi escitalopram véi cac thude tic ché MAO-A c6 hdi phuc (nhur meclobemid)
hoiic cac thude e ché MAO khéng chon loc (linezolid) 14 chéng chi dinh do nguy co gy hoi
chiing serotonin.

Chéng chi dinh ding thudc khi ding cac thude e ché MAO trong vong 2 tudn trude khi ding
escitalopram.

Chéng chi dinh ding escitalopram cho bénh nhin c¢6 khoang QT kéo dai bim sinh hodc
khong.

Chéng chi dinh ding ddng thai escitalopram véi cac thude kéo dai khoang QT.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Céc canh bio va than trong dudi ddy 4p dung cho nhém didu tri SSRIs (cic thude trc ché tai
hép thu serotonin cé chon loc).

Tré em

Céc hanh vi tu sat (co ging ty st hodic ¢6 ¥ nghi tw sat), va sy hung hang (hanh vi tiéu cuec,
hanh vi phém dbi va tuc gidn) thudng gdp hon trong cdc thir nghiém lam sang & tré em va
thanh thiéu nién duge didu trj véi cac thuél:: chdng trdm cam so v6i1 nhiing ngudi dugce didu tri
vcn gia duoc. Tuy thude vao nhu cdu lam sang, co thé dung néu that sy can thiét, tuy nhién,
can theo di chit hanh vi tu sat. Chua c6 dit liéu an toan khi dung thude 14u dai & tré em va
thanh thiéu nién lién quan dén sy phat trién, trudng thanh, phat trién nhén thic va hanh vi.

Lo &u nghich ly
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Trong giai doan déu khi didu trj bang thudc chéng trdm cam, bénh nhan c6 thé ¢6 céc tridu
chiing tang sur lo du. Cdc triéu ching nay s& giam sau 2 tudn diéu tri. Do dé, khéi ddu bing
lidu thip dé giam hién tuong nay.

Co giagt

Nén ngimg escitalopram khi bénh nhén phat trién con co gidt du tién, hodc néu co sy gia ting
tan sb co gidt (déi voi bénh nhéan di co chimg dong kinh trude d6). Khong nén ding SSRIs
cho nhiing bénh nhan ddéng kinh khéng 6n dinh, cin duoc theo ddi chit ché bénh nhin da
kiém soat dwgce chimg dong kinh.

Hung cam

Thén trong khi diing SSRIs & bénh nhén c6 tién st hung cam/hung cam nhe. Ngimg thude khi
bénh nhan dang & giai doan hung cam.

Pdi thdo duong

O bénh nhén d4i théo dudong, khi dimg SSRIs ¢6 thé 1am thay d6i kiém soat dudong huyét (tang
hode giam dudng huyét), do d6 can phai hiéu chinh lidu cta insulin/thuéc ha duomg huyét
dudng udng khac.

Tw sat hode co y nghi ty sat hodc tinh trang 101 1¢ hon

TrAm cam c6 thé 1am ting ¥ nghf tu sat, tir géy hai cho ban than hodc tw sét (céc hanh vi lién
quan dén ty sat). Nguy co nay van ton tai cho dén khi cac triéu chl’mg tram cam da thuyén
glam dang ké. Tinh trang ndy cé thé khong duoc cai thién trong vai tudn dau didu tri. Do do,

can dugc theo ddi chat ché cho dén khi céi thién. Theo kinh nghiém 1dm sang néi chung, nguy
cor tur st c6 thé ting 1én trong giai doan sap hdi phuc.

Khi sit dung escitalopram cho cac thé r8i loan tAm thin khéc, cfing lam tfmg nguy co tu sat &
bénh nhan. Ngoai ra, trong diéu kién trén, c6 thé s& mac ddng thoi voi rdi loan lo au tong
quat. Do d6, cAn quan sat c4c bidu hién réi loan lo 4u tng quat khi didu trj cac bénh rdi loan
tam than khéc.

Bénh nhan c6 tién str tur sat, hodc co y nghi tw sat trwde khi diéu tri, can duge theo doi cin
thén trong khi dicu trj. Phén tich tong hop céac thir nghiém 1dm sang ¢6 gia dugc cé @di chimg
v6i thude chong tram cam & nguoi 1on bi i loan tim thén cho thdy nguy co hanh vi ty sat
v6i thude chong trAm cam tang 1én so véi gid duge & bénh nhin dudi 25 tudi. Viée glam sét
chiit ch& voi bénh nhan va dic biét 14 nhitg ngudi ¢6 nguy co cao nén di kém vai didu tri
bang thudc dic biét 1a trong didu trj sém va sau khi thay dbi lidu.

Bénh nhan (hoc nhimg ngudi chdm séc bénh nhan) nén dugce canh bdo trong qua trinh gidm
sat, khi bénh nhén cé cac hanh vi xdu nhu co ¥ nghi ty sat hodc tu sat, nhimng thay doi bét
thuong trong hanh vi, cdn bdo céo va xin tu vén cia nhén vién y t& ngay 1ap tirc.

Chitng ndm ngoi khong yén/tém Iy bén chon

Viéc str dung SSRIs/SNRIs (thuoc tic ché tai hdp thu serotonin nmepmephun) lién quan dén
sur phdt trién ctia chimg nam ngdi khong yén, dic trung boi téng cam gidc bdn chdn, khé chiu,
va cén di chuyen thudng kem v6i khong c6 kha nang ngdi hodc dimg yén. Hién tugng nay
thuong xuat hién trong vai tudn dau cta diéu trj. Khi céc tridu chiimg nay gia tdng, néu ting
liéu c6 thé gay ra nhitng diéu bat loi.

Ha natri mdau

S bai tiét hormon chdng bai niéu (STADH), ¢6 thé gy ha natri mau khi sit dung cac thude
SSRI, hién twong nay hiém khi xay ra, nhung néu xay ra, cdn dimg viée sir dung thuée.

Nén than trong khi ding thudc cho nhém bénh nhédn ¢6 nguy co nhw: ngudi gia, bénh nhan xo
gan, hodc diing chung v6i cac thude c6 thé gy ha natri mau.

Xudt huyét

P43 ¢6 bdo cédo v& hién tugng chiy mau bat thudong dudi da nhu: bdm méu, ban xudt huyét khi
ding cac SSRIL Cén than trong & bénh nhan 6 ding chung véi cac thudc khac nhu thube
chdng déng mau, thudc chéng két tap tleu cdu (thube chéng loan thdn khong dién hinh, céc
phenothiazin, hau hét cdc thude chng trAm cam ba vong, acid acetylsalicylic va cac NSAID,

ticlopidin va dipyridamol) va cac bénh nhin c6 khuynh huéng chay mau.

Liéu phdp séc dién (ECT)

Kinh nghiém 1dm sang cho thdy cAn thin trong khi ddng thoi sir dung SSRIs va ECT.
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Hgi chibng Serotonin

Than trong khi sir dung escitalopram véi céc thude anh hudng dén serotonin nhu sumatriptan
hodc cac triptan khéc, tramadol va tryptophan.

Mbt sb biéu hién hiém gip da xay ra khi két hop SSRIs véi thude serotonergic nhu kich dong,
run rdy, rung git co, ting than nhiét. Khi xay ra hién tuong nay, can dimg thude va ép dung
cée bién phap diéu tri tridu chimng.

St. John's wort

Dung dong thoi SSRIs voi cac thao duge co chira St. John’s wort (Hyperium perforatum) c6
thé 1am tang cac phan g bét 1oi.

Triéu chitng cai thuoc

Triéu chiing cai thudc xuét hién khi ngimg didu tri, ddc biét la ngimg diéu tri ¢t ngdt. Thir
nghiém 14m sang cho thdy, cdc phan tmg ngung xuét hién trén 25% bénh nhan ding
escitalopram con voi bénh nhan ding gia dugce la 15%.

Nguy co ctia triéu chimg cai thude c6 thé phu thudc vao nhleu yéu td nhu thoi gian, lidu lugng
va ty 1é giam lidu. Véi céc bidu hién nhu: chong mat, r6i loan cam glac (bao gom di cam va
cam gidc dién giat), rdi loan gidc ngu (chimg mat ngu va nhiing gidc mo di thlr&mg), kich
déng hodc lo au, budn ndn hodc ndn, run, dd mo hoi, nhirc diu, tiéu chay, danh tréng nguc,
cam xtic bét én, khé chiu, hay gip truong hop réi loan thi gide. Cdce tridu ching thuong nhe
dén trung binh, mét s& bénh nhan cé thé nang vé cudng do.

Céc triéu chimg thudmg xay ra trong vai ngay dau tién sau khi ngimg diéu tri, nhung rat hiém
gip & bénh nhan khi quén mét liéu thude.

Céc triéu chimg nay thudng hét trong vong 2 tudn, mdt s6 c6 thé kéo dai 2-3 thang hodc hon.
Do d6 nén giam liéu escitalopram tir tir trong vai tudn hodc vai thang, tiy nhu cAu ctia bénh
nhén.

Réi logn chirc ndng tinh dyc

Céc chit trc ché tai hip thu serotonin ¢6 chon loc (SSRI)fchat tic ché tai hap thu serotonin
norepmephnn (SNRI) co thé gdy ra cac triéu ching roi loan chirc nang tinh duc. Dé c6 bao
céo vé roi loan chirc nang tinh duc kéo dai trong d6 cdc triéu chimg vin tiép tuc mac du da
ngimg st dung SSRI/SNRI.

Bénh mach vanh

Do kinh nghiém 1am sang con han ché, do d6 can than trong khi ding escitalopram cho bénh
nhén bi bénh mach vanh.

Khoang QT kéo dai

Escitalopram c6 thé gy hién tugng kéo dai khoang QT phy thuge lidu. Hién twong kéo dai
khoang QT va loan nhip thit bao gdm xoin dinh d dugc bdo cdo trong thdi ky hiu
marketing, chi véu & bénh nhan nit, bénh nhan ha kali méu, da ¢6 khoang QT kéo dai trude
dé hodc bénh tim mach khac.

Thén trong & nhitng bénh nhén c6 nhip tim chdm déng ké, bénh nhan nhdi mau co tim cip
tinh gan day hodc suy tim mét bu.

Réi loan dién glal nhu ha kali mdu va gidm magnesi mau lam tdng nguy co rbi loan nhip tim
4c tinh, do d6 can xir 1y cdc hién tuong trén trude khi diéu tri bang escitalopram.

Néu bénh nhan bénh tim di diéu tri 6n dinh, cAn danh gia ECG trude khi bit ddu ding
escitalopram.

Néu c¢6 diu hiéu rdi loan nhip tim xay ra trong didu tri v6i escitalopram, cin ngirng thude va
1am dién tam dd.

Bénh tang nhan dp goc dong (Glaucom goc dong)

SSRIs bao gOm escitalopram cé thé gay gidn ddng tir. TAc hai gﬁy gidn ddng tr nay c6 thé thu
hep gbc mit din dén ting ap lyc ndi nhén va tang nhan ap géc dong, déc bi¢t ¢ nhimg b¢nh
nhéan trude khi duoe xir Iy, Cin sir dung than trong & nhitng bénh nhén tang nhén ap goc déng
hoic tién st ting nhén 4p.

Canh bdo lién quan dén td dugc

San phim c6 chita lactose. Bénh nhin mic cdc vin @& di truyén 1d16ng dung nap galactose,
thiéu hut Lapp lactase hodic kém hdp thu glucose-galactose khong nén dimg thudc nay.
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SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu nit ¢o thai

Chua cé du dit liéu lam sang khi ding thudc escitalopram cho phu nir mang thai.

Két qua nghién ctru trén dong vt cho thdy escitalopram gdy ddc tinh sinh san, do do chi sir
dung thudc trong thoi ky mang thai khi that can thiét va da can nhéc gitra loi ich va nguy co.
Can phai theo déi tré so sinh, khi me dung escitalopram trong thai ky, dic biét 1a ba thing
cudi. Viéc dimg thube dot ngot nén tranh trong thoi ky mang thai.

Tré so sinh c6 thé cAc biéu hién sau ddy, néu me ding cidc SSRI/SNRI su' dung trong giai
doan sau cda thai ky: suy hd hap, tim tai, ngimg thd, co git, than nhiét bit dn, khé dn, non
mua, ha du‘(mg huyét, ting/giam truong lue, ting phan xa, run, bdn chén, khé chiu, thd o,
khée nhidu, budn ngw/kho ngu. Cdc triéu chimg nay 1a do anh hudng cua serotonergic hodc
hoi chimg ngung thude, thl.rcmg xudt hién som trong khoang 24 gi¢r sau khi sinh.

Dit ligu dich t& hoc cho tha}r viée str dung SSRIs trong thai ky, dic biét la cudi thai k, c6 thé
lam ting nguy co ting huyét ap dong mach phéi dai dang ¢ tré so sinh (PPHN). Nguy co quan
sat dwoc khoang 5 trén1000 trudmg hop mang thai. Trong dén sb néi chung, ¢6 1 dén 2 trudng
hop PPHN xay ra trén 1000 truong hop mang thai.

Cho con bu

Dur kién escitalopram c6 thé dugc bai tiét qua sita me, do d6 cho tré ngimg bi trong théi gian
diéu tri.

Kha néing sinh sdan

Dit lidu nghién ctu trén dong vat cho théy, escitalopram c6 kha ning anh hudng dén chit
lwong tinh tring. Béo céo trén ngudi chi ra ring SSRI c6 thé lam dao ngwoe anh hudéng dén
chit lwong tinh tring. Chua ¢6 bdo cdo lién quan dén kha nang sinh san ctia con ngudi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Mic di escitalopram dd dwoc chimg minh 13 khong anh hudng dén chirc ning tri tué hodc
hiéu sut tim than vén dong, bat ki sin phim thudc diéu tri thin kinh nao ciing ¢6 thé lam
giam kha nang phan doan hodc k¥ nang. Bénh nhan nén dugc canh béao vé nguy co c6 thé anh
huong dén kha niing 14i xe 6 t6 va van hanh may méc.

TUONG TAC, TUONG KY CUA THUOC:

Twong tic thuoc:

Tuong tac dugc luc hoc

Cdc két hop chéng chi dinh

Cdc {huoc tke ché MAO khong phuc héi, khong chon lpc:

Mot sb tmcmg horp déd xay ra phan U'ng trdm trong trén bénh nhén dung phdi hop SSRIs voi
cée thube e ché MAO khéng phuc hdi, khéng chon loc, hodc ca trén bénh nhén di nging
diéu tri bang SSRI va bit diu voi IMAO. Mot sb trwdong hop, bénh nhin da phét trién hoi
chimg serotonin.

Do do, escitalopram c6 thé bit ddu 14 ngay sau khi ngimg diéu tri bing thude wrc ché MAO
khéng héi phuc. Va it nhit sau 7 ngay, ngimg diéu tri escitalopram méi bat dédu ding thude
thudc trc ché MAO khdng phuc hdi, khéng chon loc.

Cdc thudc vic ché MAO-A phuc héi, ¢6 chon fpc (moclobemid):

Do nguy co clia hdi ching serotonin nén su két hop clia escntaloli'ram v6i mot thude irc ché
MAO-A nhu moclobemid la c,hong chi dinh. Trong trudmg hop can thiét phai phdi hop, liéu
escitalopram khuyen cdo 12 tbi thidu va cin gidm sat chiit ch trén 14m sang,

Cdc thudc tic ché MAO phuc ho: khéng chon loc (linezolid):

Khang sinh linezolid 1a mdt thude trc ché MAO phuc hdi, khong chf,)rl loc va khéng nén phm
hop véi esc1ta10pram Trong truomg hop cin thiét phai phdi hop, liéu escitalopram khuyén céo
13 t6i thidu v cin gidm sat chit chd trén lam sang.

Cdc thubc itc ché MAO-B khéng phuc héi, chon loc (selegilin):
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Khi két hop véi selegilin, cén than trong vi chiing ¢6 thé gdy ra hoi chitng serotonin. Lidu
selegilin 1én dén 10mg/ngay 14 an toan khi phdi hop véi citalopram racemic.

Khodng QT kéo dai:

Do nghién ctru dugce dong hoc va duge luc hoc cta escitalopram Kkét hop véi céc thude kéo
dai khodng QT dé khéng duge thuc hién nén da khdng loai trir duge céc phan tng khong
mong muon. Do do, chdng chi dinh phdi hop escitalopram v0i cac thube kéo dai khoang QT
nhu: thudc chdng loan nhip nhém IA va nhém III, thudc chéng loan thin (din xuét
phenothiazin, pimozid, haloperidol), thudc chéng trﬁm cam ba vong, cac khang sinh
(sparfloxacin, moxifloxacin, erythromycin IV, pentamidin, thudc diéu tri sot rét, dic biét la
halofantrin), thuée khéng histamin (astemizol, mizolastin).

Cdc két hop can thin trong

Cdc thudc serotonergic:

Khi phéi hop thude véi céc serotonergic nhur tramadol, sumatriptan va céc triptan khéc c6 thé
gay ra hdi chimg serotonin.

Cac thudc lam giam ngamng co gidt:

Céc SSRI c¢6 thé 1am giam ngudng co giit. Cén théan trong khi ding dong thoi vai céc thuoc
co kha nang lam giam ngudng co gidt (nhu céac thude trim cam tricyclic, SSRI), thudc an than
kinh (phenothiazin, thioxanthin, butyrophenon), mefloquin, bupropion va tramadol.

Lithi, tryptophan.

P 6 bdo cao téc dung tang cudng khi diing chung SSRI véi lithi, tryptophan, do d6 cdn than
trong khi phéi hop céc thude nay.

St.John’s wort:

Dung chung SSRI véi céc thdo duge ¢6 chita St.John’s wort (Hypericum perforatum) c6 thé
lam tang cac phan (mg bét 1oi.

Xudt huyét:

Phéi hop escitalopram vai cac thude chéng dong dudmg udng cb thé 1am thay ddi tac dung
chéng déng. Bénh nhén diéu tri bang thudc chéng ddng dudmg ubng, nén dugce theo di chi sb
dong méu cdn than khi bit ddu hodc ngimg sir dung escitalopram. Khi phdi véi véi cée
NSAID c6 thé ting nguy co chay méu.

Rieou:

Tuy khong cé tuong tac duoc lyc hoc hodc duoe ddng hoc gifra escitalopram va rugu, tuy
nhién khéng nén ding cc thudc huéng tAm thin chung véi ruou.

Cdc thude gay ha kali/magnesi mau:

Cén thén trong khi ding escitalopram v6i cdc san pham gy ha kali/magnesi mau do nguy co
gay rbi loan nhip 4c tinh.

Tuong tac duoc dong hoc

Anh huwong cua cde thudc khdc trén duogc dong hoc cua escitalopram:

Sy chuyén hoa ciia escitalopram chi yéu qua trung gian CYP2C19, va mot phén nho qua
CYP3A4, CYP2D6. Su chuyén héa cta chit chuyén héa chinh S-DCT (dang khir methyl cua
escitalopram) duge xtc tdc mt phin nhr CYP2D6.

Phéi hop escitalopram véi omeprazol 30 mg/ngay (14 mot chét e ché CYP2C19), lam ting
ndng d¢ ctia escitalopram trong huyét twong trung binh khoang 50%. ‘
Dung dong thoi escitalopram vai cimetidin (14 mét chat (rc ché enzym mire do trung binh) liéu
400 mg, 2 lAn/ngdy, 1am ting ndng dd cla escitalopram trong huyét tuwong trung binh khoang
70%. Do d6 khi phdi hop thude cin diéu chinh liéu escitalopram.

Than trong khi phdi hop thude véi cic thude e ché enzym CYP2C19 nhu omeprazol,
esomeprazol, fluvoxamin, ldnsoprazol ticlopidin) hodc cimetidin. Viéc giam lidu cua
escitalopram phu thude vao viée theo doi tac dung khong mong mudn trong qua trinh diéu tri.
Anh hieéng clia escitalopram lén dwoc dong hoc cia cdc rhuoc khac:

Escitalopram 13 chédt @c ché enzym CYP2D6, do d6 cin than trong khi dung chung
escitalopram véi cdc thube chuyén héa chii yéu qua enzym nay va c6 chi sé diéu tri hep nhu:
flecainid, propafenon va metoprolol (dugc sit dung trong bénh suy tim), hodc mét sO thube
than kinh trung wong duoge chuyén héa bdi CYP2D6 nhu thude chdng trdm cam desipramin,
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clomipramin va nortriptylin hogc thude chong loan thdn nhu risperidon, thioridazin va
haloperidol. Do do, diéu chinh liéu ctia cac thudc khi can thiét.

Phéi hop v6i desipramin hodc metoprolol 1am ting gép 2 1in ndng d6 chét nén cia CYP2D6
trong huyét tuong.

Nghién ctru in vitro cho thiy escrtaloplam cling c6 tac dung tre ché enzym CYP2C19 yéu. Do
do, can than trong khi dung ddng thoi véi cac san phém chuyén héa boi CYP2C19.

Tuwong ky thubc

Do khéng c¢6 cac nghién ctru vé tinh twong ky cia thudc, khéng tron 13n thude nay véi cée
thudc khac.

TAC DUNG KHONG MONG MUON CUA THUOC:
Céc phan {mg khéng mong muon thlrtmg xuat hlen trong tudn dau hoic tudn thir hai cta diéu
tri va gidm dan cuong do va tan suét khi tlep tuc didu tri
Tan sudt duge dinh nghfa nhw sau: rit hay gip (> 1/10), hay gap (= 1/100 dén < 1/10), it gap
(= 1/1000 den < 1/100), hiém gip (= 1/ 10000 dén < 1/1000), rat hiém gip (< 1/10000) hodc

khéng rd tan sudt(khong thé wdc tinh duoc tir dit lidu ¢6 sin).

Heé co quan Tin suat T4c dung khéng mong mudn
R&i loan méu va hé | Khéng rd tin sudt | Giam tidu cdu
bach huyét
Réi loan hé théng | Hiém gap Phan ting phan vé
mién dich
R&i loan ndi tiét Khéng rd tan suat | Bai tiét ADH khong thich hop
Roi loan chuyén | Hay gip Giam thém &n, tdng thém an, tdng cén
hoa va dinh dudmg | It gip Gidm cén
Khéng rd tan sudt | Ha natri mau, chén &n tdm than'
Réi loan tAm than | Hay gip Lo lang, bon chon, mo bat thuong, giam ham
muon tinh duc
It giip Nghién rang, kich dong, hdi hop, con hoang loan,
trang thai béi rbi
Hiém gip Hung héng, suy giam nhén cach, ao gidc
Khéng rd tan suét | Hung cam, ¥ nght tir sat, hanh vi tu sat’
Rbi loan hé than | Rat hay gép Dau dau
kinh Hay gip Mit ngt, budn ngt, chéng mit, di cam, run ray
it gap Roi loan vi gidc, rdi loan giﬁc ngu, ngét
Hiém giip Hoi chimg serotonin

Khong ro tan sudt

Chlmg kho doc, r01 loan véan ddng, co gidt, tdm ly
bdn chon!chu’ng nim ngdi khong yén'

ROi loan mat ft gap Gidn dong tir, rdi loan thi gidc
Réi loan tai va|ftgip U tai
trong tai
Réi loan tim It gip Nhip tim nhanh
Hiém gip Nhip tim chim

Khong rd tan suat

Dién tam do khoang QT kéo dai, rdi loan nhip
thit bao gdm xoén dinh

R&i loan mach

Khong ro tin suft

Ha huyét 4p tur thé ding

R6i loan hd hap, | Hay gap Viém xoang, ngp
16ng nguc va trung | [t gap Chay mau cam
thit
R6i loan hé tiéu | RAt hay gip Budn nén
hoa Hay gip Tiéu chay, tdo bén, ndn, khé miéng
ft gap Xudt huyét tidu héa (bao gdm xuat huyét truc

trang)
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R6i loan gan mét Khong rd tan sudt | Viém gan, két qua xét nghiém chirc ning gan bit
thurong
R6i loan da va md | Hay gap Tang tiét md hoi
dudi da ft gap May day, rung t6c, phét ban, ngita
Khong ro tan sudt | Vét bam mau, phu mach
ROi loan co xuong | Hay gap Dau khép, dau co

va mo lién két

Roi loan than va | Khong rd tan suat | Bi tidu

tiét niéu
Roi loan sinh san Hay gap Nam gidi: roi loan xuét tinh, bat luc
va rdi loan vi It gap Nit gi6¢i: rong kinh, rong huyét
Khong r6 tin sudt | Hoi chimg da tiét sita
Nam gi¢i: cuong cimg kéo dai
R6i loan chung va | Hay gip Mét moi, sot
tai chd dung thudc | It gap Phu

' Céc tac dung khdng mong mudn nay da duge bao cdo cho nhém diéu tri SSRI.

2 Céc truong hop ¢6 ¥ nghi ty st va hanh vi tu sit dd duge bdo cdo trong khi diéu tri
escitalopram hodic ngay sau khi ngimg diéu tri.

Kéo dai khoang QT

Céc trwong hop kéo dai khoang QT va rdi loan nhip thit bao gdm ca xoén dinh di duge bio
cdo sau luu hanh, chii yéu & nhimg bénh nhan nit gisi, bi ha kali méu, hodc v6i khoang QT
kéo dai trude do hodc cac bénh tim mach khac.

T4c dung ctia nhém didu tri

Céc nghién ctru dich t& hoc, chi yéu duge thyuc hién & bénh nhén tir 50 tudi trg 1én, cho thiy
tang nguy co xuong gy xuong ¢ bénh nhan nhén SSRI va TCA. Co ché din dén nguy co nay
van chua duoc biét.

Triéu chirng cai thude khi ngimg diéu tri

Ngu‘ng SSRI/SNRI (dac biét khl dot ngdt) thu'img din dén cac triéu chimg cal thuéc. Chong
mat, roi loan cam giac (bao gbm di cam va cam giac dién gidt), 1di loan glac ngu (bao gom
mat ngu va dc mdng), kich dong hoéc lo lang, budn ndn va/hode nén, run ray, nham lan, d6
md hoi, dau dau, tiéu chay, danh tréng nguc, cam xuc bit 6n, kho chiu va rdi loan thi gidc la
nhitng phan trng duoc béo cdo phd bién nhét

Noi chung cdc tac dung khéng mong mudn ndy 13 nhe dén trung binh va tu giéi han, tuy
nhién, & mot sb bf;nh nhan, ching ¢6 thé nghiém trong va’hoge kéo dai. Do do, khuyén céo
khi khéng cén diéu tri escitalopram nia, nén ngimg dan dan bang cdch giam liéu.

QUA LIEU VA CACH XU TRI:

Dac tinh ‘

Dir lidu v& qué liéu escitalopram trén 1dm sang con han ché, nhidu truong hop lién quan dén
qué lidu do phéi hop thude. Cac tridu chimg thudong nhe hodc khéng cé. Khi ding don lidu
escitalopram tir 400 - 800 mg khong giy ra bét ky tridu chimg nghiém trong ndo.

Triéu chirng

Céc triéu chimg chu yéu lién quan dén hé than kinh trung wong nhu run rdy, chéng mit, kich
dong, hiém gip héi ching serotonin, co giat, hdn mé, trén hé théng tiéu hoa bao gdm: budn
nén, ndn, trén tim mach (ha huyét 4 ap, nhip tim nhanh khoang QT kéo dai va loan nhip tim),

ha kali, natri mau.

Xue tri

Khéng c6 thude giai doc dac hiéu. Can thiét 1ap va duy tri dudng the, dam bao di oxy va chirc
nzng hd hép. C6 thé 4p dung bién phép rira da day hodc dung than hoat tinh. Bénh nhan nén
duoce rira da day cang sém cang tbt. Cin chd ¥ céc van d lién quan dén tim mach va ap dung
céc bién phép hd trg chung.
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Céc truong hop qua liél} & bénh nhan suy tim sung huyét, nhip tim chdm, bénh nhan ¢6 sir
dung ddng thoi céc thude kéo dai khoang QT, bénh nhan roi loan chuyén héa nhu suy gan,
can theo doi dién tdm do.

PAC TINH DUQC LUC HQC:

Nhém duoe 1y: thube chéng trdm cam, tic nhén e ché tai hip thu chon loc serotonin

Ma ATC: NO6AB10

Co ché tic dung

Escitalopram la chét e ché chon loc tai hép thu serotonin (5-HT) véi i lyc cao dbi véi vi tri
lidn két chinh. N6 cung lien két voi vi tri di 1ap thé ciia tac nhan van chuyén serotonin véi 4i
Iuc thip hon 1000 14n.

Escitalopram khong c¢6 hoiic ¢6 ai lyc thip vai mot sé thu thé bao gdm céc thy thé S-HT1A, 5-
HT2, DA DI va D2, thu thé al-, a2-, B-adrenoceptor, histamin H1, muscarine cholinergic,
benzodiazepine va céc thy thé opioid.

Sur tre ché tai hép thu S-HT la co ché tac dung duy nhét giai thich déc tinh duoc 1y va tac dung
1dm sang clia escitalopram.

Tdac dung dugc luc hoc

Trong mot nghién ctru dién tdm dd (ECG) mu @61, c6 kiém soat gia duoc ¢ ngudi khoe manh,
su thay ddi so véi mire nén ciia khoang QT hiéu chinh 14 4,3 ms (40 tin cdy 90%: 2,2; 6,4) voi
lidu 10 mg/ngay va 10,7 ms (do tin ciy 90%: 8,6; 12.8) & liéu cao 30 mg/ngay.

Higu qua lim sang

Cdc giai doan tram cam chinh

Trong nghién ciru mu dbi, escitalopram c6 hiéu qua trong didu tri cdc giai doan trim cam
chinh d6i voi 3 trén 4 ddi tuong sau 8 tudn.

Két qua nghién ctru phong chng tz'n phat trén 274 bénh nhén, ding lidu 10 hodc 20 mg/ngiy
trong 8 tuan, sau d6 dugc chon ngau nhién @ tiép tyc ding escitalopram voi lidu tvong tu,
hodc véi gia duge cho dén 36 tudn cho thdy: nhém bénh nhén tiép tuc ding escitalopram c6
thoi gian tai phét kéo dai hon 36 tudn so véi nhém ding gia duge.

Réi loan lo du xd héi

Escitalopram c6 hi€u qua trong 3 giai doan nghién ctru ngén (12 tudn), va dép tmg v6i phong
chéng tai phét roi loan lo au xi hoi trong 6 thang. Hiéu qua didu tri voi liéu 5, 10 va 20 mg
trong 24 tudn d4 duoc ching minh.

Réi logn lo éu tong quat

Escitalopram véi lidu 10 va 20 mg/ngdy c6 hidu qua & 4/ 4 trudng hop nghién ctru ¢é dbi
ching gia dugec.

Trong mdt nghién ciru gém 421 bénh nhén duge diu tri véi escitalopram va 419 bénh nhan
dwoc diéu tri bang gia duge, ¢ lan lugt 47,5% va 28,9% bénh nhan d4p tmg diéu tri va
37,1%, 20,8% khoi phyc trang thii ban ddu. Hiéu qua bén vimg di duoc nhin thdy ngay tir
tudn 1.

Nghién ctru ngdu nhién 373 bénh nhén ding liéu escitalopram 20 mg/ngdy, hi¢u qua didu tri
dat duge trong vong 12 tudn, hidu qua duy tri di duge chimng minh trong 24-76 tuén.

Roi loan dm danh cwong ché

Trong nghién ciru mu déi, ngéu nhién lidu escitalopram 20 mg/ngay tach ra tir tdng s6 diém
Y-BOCS sau 12 tudn, hiéu qua khi ding lidu 10, 20 mg/ngay cao hon so véi nhém ding gia
dugc.

Thoi gian dat duge két qua dé phong ngira tai phat khi ding lidu 10 va 20 mg/ngay dbi véi
bénh nhan nghién ctru md 12 16 tudn, con nghién ctru mi ddi 13 24 tuln.

PAC TINH DUQC PONG HQC:

Hiép thu

Thude hdp thu gan nhu hodn toan va ddc lap véi thire dn. Thoi gian (Tmax) dé thudc dat nong
dinh trong huyét tuong la khodang 4 gid sau khi dung da lidu.

Sinh kha dung tuy¢t doi cua escitalopram khoang 80% so véi citalopram racemic.

Phan bo
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Thé tich phén b6 (Vd, /F) sau khi udng khoang 12-26 /kg. Escitalopram va chét chuyén hoa

chinh lién két véi protein huyét trong khodng 56%.

Chuyén héa

Escitalopram chuyén hoa qua gan tao thanh céc chit chuyén héa demethyl hodc didemethyl,

1a cac chét chuyén h6a cé hoat tinh. Ngoai ra nito con c6 thé oxi héa tao thanh N- oxid. Ca

chét me va cdc chit t,huyen hoa duge bai tiét nhd glucuronid. Sau khi ding da lidu, ndng do

trung binh ctia chét chuyén héa demethyl va didemethyl khoang 28-31%, cua escitalopram la
< 5%. Su chuyén hoa thanh dang demethyl tir escitalopram chii yéu 12 nhe enzym CYP2C19,

¢6 thé ¢ sy tham gia cua CYP3A4, CYP2DG6.

Thai trie

Thoi gian ban thai (tiz B) sau khi ding da lidu 1a 30 gio, @0 thanh thai cua huyét tmmg khi

ding thudc qua dudng uéng (Clorat) khoang 0,6 lit/phut. Cac chét chuyén héa c6 thﬁn gian ban

thai dai hon. Gia thuyet ring esc:taloPram va cac chat chuyén hoa chinh dugc bai tiét qua gan

va thén, fh_l mét phén 16n duge bai tiét qua nude tiéu dudi dang da chuyén hoa.

Tinh tuyén tinh

Thube ¢6 duge dong hoc tuyén tinh. Néng d6 6n dinh cua thude trong huyét twong dat dugce

sau khoang 1 tudin. Nong d trung binh khoang 50 nmol/L (20 — 125 nmol/l) dat duoc & lidu

10 mg/ngay. .

Nguedi cao tubi (> 65 tudi)

Thoi gian ban thai & ngudi cao tudi dai hon so v&i bénh nhén tré tudi. Sinh kha dung (AUC)

cao hon khoang 50% so vGi nguoi tré tuéi, khdée manh.

Suy gan _

O bénh nhan suy gan nhe hodic trung binh (tiéu chun Child-Plug A v B), thoi gian ban thai

ctia escitalopram thudng dai hon gép déi, sinh kha dung cao hon khoang 60% so véi ngudi c6

chitc ndng gan binh thudng,.

Suy thdn ;

Véi dang citalopram racemic, thdi gian béan thai kéo dai hon, sinh kha dung cao hon so véi

ngudi suy giam chirc nang than (Cler 10-53 ml/phut). Nong do ciia céc chit chuyén hoa trong

huyét tuong chwa duoc nghién ciru, nhung c6 thé ting 1én.

Da hinh

Khi ngudi c6 chirc ndng chuyén héa kém dbi véi CYP2C19 lam tang gép ddi nﬁng d6 cua

escitalopram so véi chuyén hoa manh. Tuy nhién sinh kha dung khong thay déi nhiéu.

QUY CACH PONG GOI:
Hop 4 vi x 7 vién.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG:
Piéu kién bao quén: Bao quan dudi 30°C, trong bao bi gdc, tranh 4nh sang va am.
Han diing: 36 thing k& tir ngay san XUuét.

Tiéu chuén chét luong: Nha san xuét.

TEN VA DIA CHI CO SO SAN XUAT
San xudt tai Slovenia béi:

Kirka, d. d., Novo mesto
SmarjeSka cesta 6, 8501 Novo mesto, §
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