R THUOC BAN THEO PON
X

TO HUONG DAN SU DUNG THUOC
Vién nén

DIOUF

Thubc nay chi dung theo don thude
Dé xa tAm tay tré em
Poc kj huéong din sir dung truée khi dung
Théng bao ngay cho bac sy hoic dwee sy nhitng tic dung khong mong mudn khi sir dung thudc

1.  THANH PHAN CONG THUC THUOC

MJi vién nén chira:

Thanh phin dwoc chit:

Escitalopram oxalat

tuong duong escitalopram .................... 10 mg

Thanh phan td dwec:

Cellulose vi tinh thé, povidon, croscarmellose natri, natri lauryl sulfat, silicon dioxyd, magnesi
stearat.

2. DANG BAO CHE
Vién nén dai mau tring, mot mit c6 dap logo #7, mit kia c6 dap gach ngang.

3. CHI PINH

Diéu tri trém cam nang.

Dleu tri r6i loan hoang loan c6 hodc khong kém theo hoi ching so dam dong.
Dleu tri am anh s¢ xa hoi.

Diéu tri rdi loan lo au toan thé.

Diéu tri rdi loan 4m anh cudng buec.

4. CACH DUNG, LIEU DUNG

Cach dung: ’

Thudc duoc ding bang dudng udng, 1 1an/ ngdy, ¢ thé udng cing hoic khong cung véi thirc an.
Liéu dung

An toan cua liéu hang ngdy trén 20 mg chua dugc ching minh.

Trim cim ning

Liéu thuong dung 14 10 mg x 1 1an/ ngay. Tuy thudc vao dap tng cua bénh nhan, lidu ding c6
thé dugc ting 18n t6i da 20 mg/ ngay.

Thuong cén dung thudc 2 - 4 tudn dé c6 duoc dap ing chéng trim cam. Sau khi khoi triéu
ching, can diéu tri thém it nhat 6 thang dé dat dap ung bén ving.

Roi loan hoang loan c¢6 hodc khong kém theo hoi chirng s¢'dam dong

Khuyen cao dung lidu khéi du 5 mg trong tudn ddu tién trude khi tang 1én liéu hang ngay 10
mg. Liéu dung c6 thé duoc ting thém dén téi da 20 mg/ ngay, tuy thudc vao dap tng cua ting
bénh nhan.

Hi¢u qua t6i da dat dugc sau khoang 3 thang. Diéu tri kéo dai trong nhiéu thang.

Am anh so xi hoi

Liéu thuong dung la 10 mg x 1 lan/ ngay. Thuong can dung thudc 2 - 4 tuan dé tridu chimg
giam. Liéu sau d6 co6 thé duoc giam xudng 5 mg/ ngdy hodc ting 1én toi da 20 mg/ ngay tuy
thudc vao dap g cua tung bénh nhan.

Am anh s¢' xa hoi 1a mot bénh man tinh va khuyén céo diéu tri trong 12 tuan dé dat dap img bén
virng. Pi€u tri dai han & bénh nhan c6 dap ting da duoc nghién ctru trong 6 thang va cé thé can
nhic tiy thudc vao tinh trang ctia timg bénh nhan dé ngan ngira tai phat; loi ich cua diéu tri nén
duogc danh gia lai thuong xuyeén.

Am anh s xa hoi 14 mot thuat ngir chan doan xac dinh rd mot rdi loan cu the khong nén bi
nham 1an v&i nhat nhat qué muc. Diéu tri dung thudc chi duoc chi dinh néu rdi loan anh hudng
dang ké dén hoat dong nghé nghlep va xa hoi.

Vai tro cta dleu tri nay so voi liéu phap hanh vi nhén thirc chua duge danh gia. Diéu tri bang
thuoc la mot phan cua chlen lwgc diéu tri tong thé.

Roi loan lo 4u toan thé

Liéu khoi dau 1a 10 mg x 1 1an/ ngdy. Tuy thudc vao dap Gmg cua timg bénh nhan, liéu dung co
thé duogc tang 1én t6i da 20 mg/ ngay.
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Diéu tri dai han & bénh nhén c6 dap ing da dugce nghién ciru trong it nhat 6 thang ¢ bénh nhan
dung liéu 20 mg/ ngay. Loi ich ctia diéu tri va lidu dung nén dugc danh gia lai thuong xuyén.
Réi loan a4m anh cudng birec (OCD)

Liéu khoi dau 1a 10 mg x 1 1an/ ngay. Tuy thudc vao dap tng cua ting bénh nhén, lidu dung c6
thé duoc tang Ién t6i da 20 mg/ ngay.

Vi OCD 13 mdt bénh man tinh, bénh nhan nén duoc diéu tri trong mot khoang thoi gian du dé
dam bao khong con céc triéu chung. Loi ich ctua diéu tri va lidu dung nén dugc danh gia lai
thuong xuyén.

Poi tugng dac biét

Ngum cao tudi > 65 tuoz)

Liéu khoi dau 12 5 mg x 1 1an/ ngay. Tuy thudc vao dap ing cua timg bénh nhan, lidu dung co
thé dugc tang 1én 10 mg/ ngay.

Hiéu qua cia escitalopram trong 4m anh sg xa hoi chura duge nghién ciru & nguoi cao tudi.

Tré em

Khong nén ding escitalopram cho tré em va thiéu nién dudi 18 tudi.

Suy giam chirc nang thdn

Khong can hiéu chinh liéu & bénh nhéan suy than nhe hoac vira. Than trong khi dung thube &
bénh nhan suy than nang (Clcr < 30 mL/ phat).

Suy gidm chirc nang gan o )

Khuyén cdo dung liéu khoi dau 5 mg/ ngay trong 2 tuan dau di€u tri ¢ bénh nhan suy gan nhe
hodc vira. Tuy thudc vao dap tng cua timg bénh nhan, lidu dung c6 thé duoc ting 1én 10 mg/
ngdy. Than trong va can than khi ting liéu ¢ bénh nhéan suy gan ning.

Nguwoi co chuyén héa CYP2C19 kém

O bénh nhan c6 chuyén hoa qua CYP2C19 kém, khuyén céo dung liéu khoi ddu 5 mg/ ngay
trong 2 tuan dau diéu tri. Tuy thudc vao dap tng cua ting bénh nhan, liéu ding c6 thé duogc ting
I1én 10 mg/ ngay.

Triéu chd’ng cai thudc khi ngirng sir dung

Tranh ngung thube dot ngot. Khi nging diéu tri véi escitalopram, liéu dung nén duge giam tur tir
trong khoang thoi gian it nhat 1 - 2 tuan dé giam nguy co triéu ching cai thudc. Néu triéu ching
khong dung nap xuét hién sau khi giam lidu hodc ngimng thuoc ¢6 thé can nhic dung tré lai lidu
trude d6. Sau do, bac sy ¢o thé tiép tuc giam liu, nhung véi tdc dd cham hon.

5. CHONG CHI PINH

Man cam véi escitalopram hodc véi bat cir thanh phan nao cta thude.

Dung chung véi cac thude (rc ché monoamin oxidase (MAO) khong chon loc, khong phuc hdi
do nguy co hoi chiing serotonin kém kich dong, run, sét,.

Bénh nhén bi kéo dai khoang QT hodac hi ching khoang QT dai bam sinh.

Dung chung véi cac thude c6 thé giy kéo dai khoang QT.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Céc canh bdo va than trong sau dugc 4p dung cho nhém thube e ché tai hép thu chon loc
serotonin (SSRI).

Tré em

Khong nén dung escitalopram cho tr¢ em. Cac hanh vi lién quan dén tr tir (cb gang tu tir hodc co
¥ nghi ty tir) va thu dich (cha yéu 1a hung hang, hanh vi dbi nghich va gian dir) tthO’ng gap hon
trong cac thu nghiém 1am sang ¢ tré em diéu tri voi thude chbng tram cam so v6i nhom dung gia
dugc. Néu, dya trén sy can thiét trén 1am sang, escitalopram dugc quyét dinh st dung, nén theo
ddi chit ch& bénh nhan dé phat hién céc tri¢u ching ty tir. Thong tin an toan khi dung dai han
escitalopram & tré em lién quan dén su phat trién, truong thanh va sy phat trién nhan thirc, hanh
vi con thiéu.

Lo 4u nghich ly

Mot s6 bénh nhan bi roi loan hoang so c6 thé bi tang triéu chu’ng lo &u khi khoi dau diéu tri v6i
thudc chong trAm cam. Phan ung nghlch ly nay thuong giam dén trong 2 tuan khi diéu trj lién
tuc. Nén dung liéu khoi dau thap dé giam tac dung gay lo au cta thude.

Co giat

Nén ngimg escitalopram néu bénh nhan bj co giat 1an dau, hodc néu tan suit co giat ting (¢ bénh
nhan di dugc chan doan bi dong kinh). Nén tranh dung thuéc SSRI ¢ bénh nhan bi dong kinh
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khong 6n dinh va bénh nhén bi dong kinh da dugc kiém soat nén dugc theo doi chit ché.

Hung cam

Nén than trong khi st dung thuéc SSRI ¢ bénh nhén co tién st hung cam/ hung cam nhe. Nén
ngimg SSRI & bit ky bénh nhan nao dang di vao pha hung cam.

Dai thao duwong

O bénh nhén bi d4i thao dudng, didu tri véi thude SSRI co the lam thay d6i kiém soét glucose
huyet (ha glucose huyét hoic tang glucose huyét). C6 thé can diéu chinh lidu insulin va/ hodc
thudc tri dai thao duong dudng udng.

Tuw i/ y y nghl tu tir hodc tinh trang l1Am sang nang hon

Tram cam c6 lién quan dén gia ting nguy co ciia y nghi tu tor, tu lam hai ban than va tu tir (bién
¢d lién quan dén tu tir). Nguy co nay keo dai cho dén khi bénh thuyén giam dang ké. Vi su cai
thién bénh c6 thé khong xuat hién trong vai tudn dau diéu tri hodc hon, nén theo ddi chit ché
bénh nhéan cho dén khi bénh duoc cai thién dang ké. Kinh nghiém 1am sang cho thdy nguy co tu
tir ¢6 thé ting trong giai doan dau hdi phuc.

Céc tinh trang tam than khac ma escitalopram duoc chi dinh ciing ¢6 thé co lién quan dén gia
tang nguy co bién c6 lién quan dén tu tar. Thém vao do6, nhitng tinh trang nay c6 thé di kém theo
v6i trdm cam ndng. Vi vdy céc than trong khi diéu tri bénh nhéan trim cam ning ciing nén dugc
thuc hién khi dleu tri bénh nhén bi céc rdi loan tim than khéc. )

Bénh nhan c6 tién st cac bién c¢b c6 lién quan dén ty tir hodc bénh nhan cho thady mot mirc do y
dinh ty tir ddng ké trude khi bat dau diéu tri co nguy co y nghi ty tir hodc cb  gang tu tu cao hon
va nén dugc theo doi chat ché trong qua trinh di€u tri. Mot phén tich thong ké cua céc thur
nghiém 1am sang d6i chung g1a duoc dung thudc chdng tram cam O ngucn 16n bi rdi loan tam
than cho thdy nguy co hanh vi tu tur tang ¢ nhom dung thubc chdng trim cam so véi nhém ding
g1a dugc & bénh nhan dudi 25 tudi. Nén theo dbi chat ché bénh nhan, dic biét 1 cdc bénh nhan
c6 nguy co cao khi diéu tri, dic biét 14 trong giai doan dau diéu tri va khi thay ddi liéu.

Nén canh bao bénh nhan (va ngudi cham soc) vé su can thiét cia viée theo ddi dé phat hién bt
ky tinh trang 1dm sang nang hon, hanh vi hodc y nghi ty tir va thay d6i bat thuong vé hanh vi
nao va dén trung tAm y t€ ngay néu xuét hién nhitng tri€u chumg nay.

Bon chén/ than kinh van dong khong thé nghi ngoi

Str dung SSRI/ SNRI ¢6 lién quan dén tinh trang bén chén, dic trung boi sy khong thoai mai
hodc bon chon khoé chiu chu quan va cén phai di chuyen thuong xuyen di kém voi khong co kha
nang dung hoic ngdi yen Tinh trang nay thuong X4y ra trong vai tuan dau diéu tri. O bénh nhan
c6 nhing tri€u ching nay, tang lidu co thé c6 hai.

Ha natri huyet

Ha natri huyét, c6 thé do tiét hormon chéng bai niéu khong phu hop (SIADH), da dugce béo céo
hiém gap khi dung SSRI va thuong khoi khi ngtmg diéu tri. ‘Nén thén trong ¢ bénh nhan c6 nguy
co, nhu & nguoi cao tudi hodc bénh nhan bi xo gan hodc néu dung phdi hop véi cac thude khac
c6 thé gay ha natri huyét.

Chay mau

Di ¢ bao cao chay mau bat thuong & da, nhu bAm méau va ban xuat huyet khi dung SSRI. Nén
than trong ¢ bénh nhan dang dung SSRI, dac biét la khi dung chung véi cac thudce chong dong
duong uong, thudc c6 thé anh hudng dén chirc nang tleu cau (nhu thudc chong loan than khong
dién hinh va phenothlazm hau hét cac thudc chdng trdm cam ba vong, acetylsalicylic acid va
thuc khang viém khong steroid (NSAID), ticlodipin va dipyridamol) va ¢ bénh nhan c6 xu
huéng chay mau da biét.

ECT (liéu phap sbc dién)

Kinh nghiém 1am sang dung chung SSRI va ECT con han ché, vi vy nén than trong khi ding
chung.

Hoi chirng serotonin

Nén than trong khi ding chung escitalopram voi cac thudc cé tac dung serotonergic nhu
sumatriptan hodc cac triptan khac, tramadol va tryptophan.

Trong tru:ong hop hiém gip, hoi chimg serotonin da dugc bdo cdo ¢ bénh nhén dung chung
SSRI va cac thudc serotonerglc Mot phoi hop cac triéu chimg nhu kich dong, run, giat rung co
va sot co thé 1a biéu hién cia hoi ching nay. Néu hoi ching nay xdy ra, nén ngimg ngay SSRI
va cac thudc serotonergic va khoi dau diéu trj triéu ching.

Co St. John
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Dung chung SSRI va céac thude duoc liéu 6 chtra ¢d St. John (Hypericum perforatum) c6 thé

dan dén ting ty 16 tac dung khong mong mudn.

Triéu chirng cai thudc khi ngirng diéu tri

Thuong gip triéu chimg cai thudc khi nging diéu tri, dac biét la néu ngung thudc dot ngot.

Trong céc thir nghiém lam sang, tac dung khong mong mudn khi ngu’ng diéu trj xay ra ¢ khoang
25% bénh nhan diéu trj voi escnalopram va 15% bénh nhan dung gia duoc.

Nguy co triéu chung cai thudc c6 the phu thudc vao nhiéu yeu t6 bao gdm thoi glan lidu diéu tri

va toc d6 giam lidu. Chong mat, roi loan cam giac (bao gom di cam va cam giac giat dién), réi

loan glac ngu (bao gbm mat ngl va mo dit doi), kich dong hoac lo au, budn ndn va/ hodc non,

run, 10 1an, d6 md hoi, nhirc dau, tiéu chay, danh trong nguc, cam xuc khong 6 6n dinh, kho chiu

va rdi loan thi giac 1a cic phan tng duoc bao céo nhiéu nhét. Nhung triéu chung nay thuong tur

nhe dén vira, tuy nhién, & mot s6 bénh nhan triéu chirng co6 thé & muc d6 nang.

Céc triéu chu’ng thuong xay ra trong vong vai ngay dau khi ngu’ng diéu tri, nhung da co6 bao cao

rat hiém gap cac tridu ching xudt hién & bénh nhan v tinh quén dung mot heu

Céc tri€u chirng nay thuong tir giéi han va thuong khoi trong vong 2 tun, mic du & mot sb

bénh nhén, triéu chimg c6 thé kéo dai (2 - 3 thang hodc hon). Vi véy, nén giam liéu escitalopram

tir tir khi ngimg diéu tri trong khoang thoi gian nhidu tudn hodc nhiéu thang, tiy vao tinh trang

cua bénh nhan.

Bénh mach vanh tim

Do kinh nghiém lam sang con han ché, nén than trong ¢ bénh nhan bi bénh mach vanh tim.

Kéo dai khoang QT

Escitalopram gay kéo dai khoang QT phu thude lidu. Céc truong hop kéo dai khoang QT va

loan nhip thit bao gdm xoan dinh di dugc bao céo sau khi dua thudc ra thi trudng, chu yéu 1a ¢

bénh nhan nir, bi ha kali huyét hodc d bi kéo dai khoang QT hoic cac bénh tim khac.

Nén thén trong & bénh nhén bi chdm nhip tim dang ké hodc ¢ bénh nhan bi nhdi mau co tim cp

tinh gan ddy hodc suy tim mét bu.

R4i loan dién g1a1 nhu ha kali huyet va ha magnem huyét 1am ting nguy co loan nhip tim 4c tinh

va nén dugc xu tri trude khi khoi dau diéu tri vi escitalopram.

Néu bénh nhan bi bénh tim 6n dinh da dugc diéu tri, nén can nhic xem xét dién tdm d6 (ECG)

trude khi khoi dau diéu tri.

Néu xuat hién d4u hiéu loan nhip tim trong khi diéu tri véi escitalopram, nén ngimg diéu tri va

thuc hién ECG.

Glaucom goc dong

SSRI bao gdm escitalopram c6 thé c6 anh huong dén kich thudc dong tir din dén gidn dong tu.

Tac dung gidn dong tir ndy c6 thé 1am hep goc mat dan dén ting ap lyc noi nhin va glaucom goc

dong, dac biét 1a ¢ bénh nhan da cé khuynh hudng. Vi vdy nén than trong khi dung escitalopram

& bénh nhan bi glaucom goc dong hodc c6 tién sir bi glaucom.

7. SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Str dung thudc cho phu nir ¢6 thai

Thong tin 1dm sang st dung escitalopram cho phy nit ¢6 thai con han ché.

Céc nghién ctru trén dong vat cho thay doc tinh trén sinh san. Khong nén ding escitalopram cho
phu nir ¢6 thai trir khi thuc sy can thiét va chi sau khi di cin nhéc can than loi ich/ nguy co.

Nén theo ddi tré so sinh c6 me str dung escitalopram tiép tuc cho dén giai doan mudn cua thai
ky, dac biét 1a 3 thang cudi thai ky. Khong nén ngimg thude dot ngot trong thai ky.

CAc triéu chting sau c6 thé xay ra & tré so sinh c6 me sir dung SSRI/ SNRI trong giai doan mudn
ctia thai ky: Uc ché ho hap, tim tai, ngung tho, co git, nhiét d6 khong 6n dinh, khé cho an, nén,
ha glucose huyét, tang truong lyc co, giam truong luc co, ting phan xa, run, bon chdn, kho chiu,
tho o, khoc lién tuc, budn ngu va khé ngu. Cac triu chirng nay co6 thé do tdc dung serotonergic
hodc triéu chimg cai thudc. Trong hau hét trudng hop, bién chung bit dau ngay sau khi sinh
hodc som (trong vong 24 gio) sau khi sinh.

Thong tin dich t& hoc cho thay sir dung SSRI cho phu nir ¢o thai, dac biét 1a trong giai doan
mudn cia thai ky, co thé 1am ting nguy co ting huyét ap dong mach phdi kéo dai & tré so sinh
(PPHN). Nguy co thdy duoc 1a khoang 5 truong hop trén 1000 phu nit mang thai. Trong dan s6
chung 1a 1 - 2 truong hgp PPHN trén 1000 phy nit mang thai.

Sir dung thudc cho phu nir cho con bu

Escitalopram duoc du doan 1a tiét qua sira me.
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Do vy, khong khuyén céo cho con bt khi dang dung thude.

Kha nang sinh san

Thong tin trén dong vat cho thay citalopram c6 thé anh huéng dén chat luong tinh trung. Cac
bao cao khi ding SSRI ¢ ngudi cho thiy anh huong 1én chét lwong tinh trung c6 thé hoi phuc.
Chua thdy c6 anh hudng cua escitalopram 1én kha ning sinh san ¢ ngudi.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Méc du escitalopram khong anh huéng dén chirc nang tri tué hoac hoat dong cta than kinh van
dong, bat ky thudc c6 tac dung 1én tam than nao cling ¢o thé lam giam kha ning danh gia hodc
k¥ nang. Bénh nhan nén than trong vé nguy co thudc co thé anh hudng dén kha ning lai xe va
van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tac dugc luc hoc

Phéi ho’p chong chi dinh

Thudc trc ché MAO khéng chon loc, khong thudn nghlch

Truong hop phan Umg nghiém trong da duoc bdo cdo ¢ bénh nhén dung SSRI ph01 hop voi
thuoc trc ché MAO khong chon loc, khong thuan nghich, va ¢ bénh nhén ngung diéu tri SSRI
gan day va khoi dau diéu tri voi thude e ché MAO khong chon loc, khong thuan nghich. Trong
mot sO trudong hop, bénh nhan bi hdi chung serotonin.

Chéng chi dinh phdi hop escitalopram véi thude e ché MAO khong chon loc, khong thuan
nghich. Escitalopram c6 thé dugc bat dau st dung 14 ngéy sau khi nging diéu tri v6i thude tc
ché MAO khéng thuin nghich. Khoang thoi gian gitta thoi diém két thuc diéu tri voi
esmtalopram va thoi diém bat dau sir dung thudc rc ché MAO khong chon loc, khong thudn
nghich nén it nhét 1a 7 ngay.

Thuéc ire ché chon loc MAO-A, ¢6 thudn nghich (moclobemid)

Do nguy co hoi chimg serotonin, chdng chi dinh phdi hop escitalopram véi thude e ché MAO-
A nhu moclobemid. Néu phéi hop 1a can thiét, nén khoi dau véi lidu khuyén cao thap nhét va
theo doi chdt ché tinh trang 1dm sang.

Thuéc tke ché MAO khéng chon loc, c6 thudn nghich (linezolid)

Thudc khang sinh linezolid 1a mot thudc e ché MAO khong chon loc, c6 thuin nghich va
khong nén duoc ding & bénh nhan diéu tri véi escitalopram. Néu phdi hop 1a can thiét, nén s
dung liéu thap nhét va theo ddi chit ché tinh trang 1am sang.

Thuéc ike ché chon loc MAO-B, khéng thudn nghlch (selegilin)

Khi phéi hop escitalopram va selegilin (thubc e ché MAO-B, khong thuén nghich), nén than
trong vi nguy co xuat hién hoi chimg serotonin. Selegilin liéu len dén 10 mg/ ngay di duogc dung
chung an toan vdi citalopram racemic.

Kéo dai khoang QT

Nghién ctru duoc dong hoc va duoc lyc hoc cua escitalopram phéi hop voi cac thude khac gay
keo dai khoang QT chua dugce thyc hién. Khong thé loai trir tic dung cong g0p cua escitalopram
va cac thudc nay. Vi vay, chéng chi dinh ding chung escitalopram voi cac thudc gay kéo dai
khoang QT nhu thudc chéng loan nhip nhém IA va III, thube chong loan than (nhu dan xuat
phenothiazin, pimozid, haloperidol), thudc chéng trim cam ba vong, mot s thudc khang sinh
(nhu sparfloxacin, moxifloxacin, erythromycin ti€ém tinh mach, pentamidin, thudc diéu tri sot rét
cu the la halofantrin), mot s6 thudc khang histamin (nhu astemizol, mizolastin).

Phéi 'hop can than trong khi sir dung

Thudc serotonergic

Dung chung escitalopram vai cac thudc serotonergic (nhu tramadol, sumatriptan va cac triptan
khac) co6 thé dan dén hoi chimg serotonin.

Thuéc lam giam ngwo’ng co gidt

SSRI ¢6 thé lam giam ngudng co giat. Nén than trong khi dung chung cac thudc khac co kha
nang lam giam ngudng co glat (nhu thudc chéng tram cam (ba Vong, SSRI), thubc an than
(phenothiazin, thioxanthen va butyrophenon), mefloquin, bupropion va tramadol).

Lithi, tryptophan

Da c6 bao cao tac dung tang khi dung chung SSRI va lithi hodc tryptophan, vi vy nén than
trong khi dung chung SSRI va cic thudc nay.

Co St. John
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Dung chung SSRI va céac thude duoc lidu co chtra c6 St. John (Hypericum perforatum) co6 thé
dan dén tang tan suét tac dung khong mong mudn.

Chay mau

Thay d6i tac dung chbng dong c6 thé xay ra khi dung escitalopram phéi hop vé6i thude chéng
dong dudng uong Nén theo ddi can than sy dong mau & bénh nhan dang dung thudc chong
dong duong udng khi khoi dau hodc ngung st dung escitalopram. Dung chung escitalopram va
NSAID c¢6 thé 1am ting xu hudng chay méu.

Rurou

Khong doan trude duge tuong tac duge luc hoc va duoc dong hoc glua esc1talopram va ruou.
Tuy nhién, nhu cac thudc tAm than khac, khong nén dung escitalopram cung v6i ruou.

Thuéc gady ha kali huyét/ ha magnesi huyét

Than trong khi ding chung escitalopram va céc thudc gay ha kali huyét/ ha magnesi huyét vi
nhiing tinh trang nay lam tdng nguy co loan nhip tim &c tinh.

Twong tac dugc dong hgc

Anh hwong cia cic thuéc khdc lén dugc djpng hoc ciia escitalopram

Su chuyen hoa cua escitalopram chu yéu qua trung gian CYP2C19. CYP3A4 va CYP2D6 cling
c6 thé co dong gop vao su chuyén hoa mic du véi mac do thap hon. Sy chuyen héa ciia chat
chuyén hoa chinh S-DCT (escr[aloprarn demethyl hoa) dugc xuc tac mot phan boi CYP2D6.
Dung chung escitalopram va omeprazol 30 mg x 1 1an/ ngay (mét thude trc ché CYP2C19) dan
dén tang vira (khoang 50%) nong do escitalopram huyet tuong.

Dung chung escitalopram va cimetidin 400 mg x 2 lan/ ngay (chat trc ché enzym chung mirc do
vira) dan dén tang vura (khoang 70%) nong do escitalopram huyet twong. Than trong khi dung
chung escitalopram va cimetidin. C6 thé can phai hiéu chinh liéu.

Do d6, nén than trong khi dung chung escitalopram véi thudc e ché CYP2C19 (nhu omeprazol
esomeprazol, fluvoxamin, lansoprazol, ticlodipin) hodc cimetidin. Co thé can giam lidu
escitalopram dya trén theo doi tdc dung khong mong mudn Kkhi diéu tri phdi hop.

Anh hwong ciia escitalopram lén dwoc djpng hoc ciia thuéc khdc

Escitalopram 1a mot thudc rc ché enzym CYP2De6. Khuyen cao than trong khi dung chung
escitalopram va cac thudc chuyén hoa chi yéu qua enzym nay va co khoang tri li¢u hep, nhu
flecainid, propafenon va metoprolol (khi dung trong suy tim) hodc mot so thude tac dong trén
than kinh trung wvong (CNS) chuyén héa chu yéu qua CYP2D6, nhu thubc chéng tram cam nhu
desipramin, clomipramin va nortriptylin hodc thuéc chéng loan than nhu risperidon, thioridazin
va haloperidol. C6 thé can phai hiéu chinh liéu.

Dung chung escitalopram va despiramin hodc metoprolol din dén ting 2 1an ndng do huyét
twong ctia hai co chit nay cia CYP2De6.

Céc nghién ctru in vitro cho thiy escitalopram cling c6 thé trc ché yéu CYP2C19. Khuyén céo
than trong khi ding chung véi thue chuyén héa qua CYP2C19.

Twong ky: Khong ap dung.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Tac dung khong mong muon thuong gép nhét trong tudn dau hodc tuan thir hai diéu tri va
thuong gidm veé muc 4o va tan suat khi tlep tuc dleu tri.

Téc dung khong mong mudn phén theo tan suit va hé co quan

Tac dung khong mong muén da biét ciia SSRI va ciing dd duoc bao cdo voi escitalopram trong
nghién ctru 1am sang c6 doi chung gid dugc hodc cac bao cdo don 1¢ sau khi dua thudc ra thi
truong.

Rat thurong gap, ADR > 1/10

Than kinh: Nhirc dau.

Tiéu hoa: Budn non.

Thuong gap, 1/100 <ADR < 1/10

Chuyen héa va dinh dudng: Giam cam giac ngon miéng, tdng cam gidc ngon miéng, tang can.
Tam than: Lo 4u, bdn chdn, mo bét thuong, giam ham muén tinh duc. Phu nit: Réi loan cuc
khoai.

Thén kinh: Mt nga, budn ngu, chong mat, di cam, run.

Hb hap, 16ng nguc va trung that: Viém xoang, ngap.

Ti€u hoa: Ti€u chay, tdo bon, ndn, khé miéng.

Da va mo dudi da: Tang tiét m6 hoi.
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Co xuong va md lién két: Pau khop, dau co.

Hé sinh duc va tuyén vii: Nam gi6i: R6i loan xuat tinh, bat lyc.

Toan than va dudng sir dung: Kiét sirc, sdt.

[t gap, 1/1.000 <ADR < 1/100

Chuyen hoa va dinh dudng: Sut can.

Tam than: Nghlen rang, kich dong, lo s¢, con hoang s, trang thai lu lan.

Than kinh: Réi loan vi giac, roi loan gidc ngu, hén mé.

Mit: Gidn ddng tir, ri loan thi gidc.

Tai va mé dao (tai trong): U tai.

Tim: Nhip tim nhanh.

Hb hap, 16ng nguc va trung that: Chay mau cam.

Ti€u héa: Chay mau duodng ti€u hoa (bao gdm chdy méu truc trang).

Da va md duéi da: N01 may day, rung toc, phat ban, ngira.

He sinh duc va tuyén va: Nir gioi: Bang huyét, rong kinh.

Toan than va duong st dung: Phu.

Hiém gap, 1/10.000 < ADR < 1/1.000

Mién dich: Phan tmg phan vé.

Tam than: Hung hing, mat nhan cach, 4o giac.

Thén kinh: Hoi ching serotonin.

Tim: Cham nhip tim.

Chura ré tan sudt

Mau va h¢ bach huyét: Giam tiéu cau.

Noi tiét: Tiét hormon chdng bai niéu khoéng phu hop.

Chuyén héa va dinh duong Ha natri huyét, chan an ©,

TAm than: Hung cdm, y tuéng ty tir, hanh vi tu tr @),

Thén kinh: R01 loan vén dong, roi loan cir dong, dong kinh, than kinh van dong khong thé nghi
ngoi/ chimg ngdi ndam khong yén O,

Tim: Kéo dai khoang QT trén dién tam d6, loan nhip that bao gdm xoan dinh.

Mach mau: Ha huyét ap tu thé.

Gan mat: Viém gan, xét nghiém chirc nang gan bat thuong.

Da va mo duéi da: BAm mau, phu mach.

Than va tiét nidu: Bi tiéu.

Hé sinh duc va tuyén va: Tiét stra khong phu hop, nam giéi: Cuong dau duong vat kéo dai.

(1) Cac tac dung khong mong mudn duoc bao cao ctia nhom thude SSRI.

@) Cac truong hop v tuong tu tir va hanh vi ty tir d@ duge bdo cao trong khi diédu tri voi
escitalopram hodc thoi gian dau sau khi ngimg diéu tri.

Kéo dai khoang QT

Truong hop kéo dai khoang QT va loan nhip that bao gdm xodn dinh di dugc bao céo sau khi
dua thudc ra thi truong, chu yéu 0 bénh nhan ntr, bi ha kali huyét, hodc da bi kéo dai khoang QT
hoac cac bénh tim khac.

Tac dung cua nhom thuéc

Cac nghién ctru dich t& hoc, chu yéu thyuc hién trén bénh nhén > 50 tudi, cho thay su ting nguy
co gdy xuong & bénh nhan diung SSRI va thudc chdng tram cam ba vong. Chua rd co ché cua
nguy co nay.

Triéu chirng cai thudc khi ngirng diéu tri

Ngtmg SSRI/ SNRI (dac biét 1a khi ngimg dot ngot) thuong dan dén triéu chung cai thudc.
Chong mat, rdi loan cam giac (bao gdm di cam va cam giac dién giat), ri loan gidc ngu (bao
gOm mét ngu va mo dir doi), kich dong hodc lo au, budn ndn va/ hodc nén, run, lu 1an, d6 mo
héi, nhirc dau, tiéu chdy, danh trong nguc, cam xuc khong 6 6n dinh, kho chiu va rdi loan thi giac
12 nhitng phan tmg dugc bao cao thuong gap nhat. Noi chung, cac triéu ching nay thuong tur
nhe dén vira va tu han ché, tuy nhién, & mot sé bénh nhén, triéu chimg co6 thé nang va/ hodc kéo
dai. Vi vay, khi diéu tri v6i escitalopram khong con can thiét, nén thyc hién giam liéu tir tir khi
ngung thude.

Thuéc cé thé gdy ra cdc tac dung khong mong muon khac, khuyén bénh nhdn théng bdo cdc tac
dung khéng mong muoén gdp phdi khi ding thudc.

11. QUA LIEU VA CACH XU TRi
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Poc tinh

Thong tin 1am sang vé qua liéu escitalopram con han ché va nhiéu trudng hop bao gdm qua licu
ctia nhitng thudc khac dung chung. Trong hau hét cic truong hop, cac triéu chimg duoc bao cao
1a nhe hodc khong co triéu chimg. Truong hop qua lidu escitalopram gay tir vong dugc bdo cao
h1em gap khi dung escitalopram don dgc; hau hét cac truong hop co kém qua lidu dong thoi voi
thudc dung chung. Escitalopram lidu 400 - 800 mg dd duoc dung don doc ma khong c6 bat ky
triéu ching nang nao.

Tri¢u chirng

Triéu ching qué lidu esc1talopram da duoc bao cdo bao gdm triéu chirg chu yéu lién quan dén
CNS (tir chong mat, run va kich dong cho dén truong hop hiém gdp hoi chung serotonin, dong
kinh va hon me) h¢ tiéu hoa (buon n6én/ nén) va tim mach (ha huyét ap, nhip tim nhanh, kéo dai
khoang QT va loan nhip tim) va tinh trang can bang dién giai/ dung dich (ha kali huyét, ha natri
huyét).

X tri

Chua c6 thude giai doc dac hiéu. Thiét 1ap va duy tri dudng thé, dam bao chirc ning ho hap va
trao doi oxy day du. Rira da day va su dung than hoat tinh nén dugc cén nhéc. Rura da day nén
duoc thuc hién cang sém cang t6t sau khi uéng thude. Khuyén cdo theo ddi tim va ddu hiéu sinh
ton cing véi cac diéu tri hd tro triéu chu’ng chung.

Nén theo doi ECG trong truong hop qua liu & bénh nhén bj suy tim sung huyet/ ch@m nhip tim,
& bénh nhan dung chung céc thudc kéo dai khoang QT, hodc & bénh nhan c¢6 chuyén hoa thay
d6i nhu suy gan.

12. PAC TINH DUQC LUC HQC

Nhém duge Iy: Thudc chdng tram cam, e ché tai hap thu chon loc serotonin.

Ma ATC: NO6AB10.

Co ché tac dong

Escitalopram 1a mot thude e ché tai hap thu chon loc serotonin (5-HT) c6 ai lyc cao voi vi tri
gan két co ban. Thudc ciing gin véi vi tri di lap thé trén serotonin transporter véi 4i luc kém hon
1000 lan.

Escitalopram khong c6 ai lyc hodc c6 i luc thap v6i mot sd thu thé bao gdm 5-HTia, 5-HTo,
DA D: va D2, a1-, ao-, B-adrenoceptor, histamin Hz, muscarin cholinergic, benzodiazepin va
opiod.

Su te ché tai hap thu 5-HT 1a co ché tac dong duy nhét giai thich tac dung duoc 1y va 1am sang
cua escitalopram.

Tac dung duwogec luc hoc

Trong nghién ctru ECG mu di, dbi chung gia dugc ¢ d6i twong khoe manh, sy thay (‘101 khoang
QT (hiéu chinh Fridericia) so v6i trudc khi diéu tri 1a 4,3 ms (90% CI: 2,2; 6,4) & liéu 10 mg/
ngay va 10,7 ms (90% CI: 8,6; 12,8) & liéu duy tri 30 mg/ ngay.

13. PAC TINH DUQC PONG HQC

Hiip thu

Su hap thu cta thudc hau nhu hoan toan va khong phu thudc vao thirc an. (Thoi gian dat nong
d6 t6i da trung binh (Tmax) trung binh 1 4 gid sau khi dung liéu 1ap lai).

Nhu cita’lopram racemic, sinh kha dung tuyét ddi cua escitalopram dugc du doan 1a khoang 80%.
Phdin bo

Thé tich phén b biéu kién (Vap/ F) sau khi uéng 1a khoang 12 - 26 L/ kg. Ty 1¢ gan két voi
protein huyét twong cua escitalopram va chat chuyén héa chinh ctia n6 1a dudi 80%.

Chuyén héa i

Escitalopram duoc chuyén hoa ¢ gan thanh chit chuyén hoa demethyl hoa va didemethyl hoa.
Ca hai chat chuyén hoa nay déu c6 hoat tinh. Ngoai ra, nito c6 thé bi oxy héa dé hinh thanh chat
chuyén hoa N-oxyd. Ca thudc chua chuyén hoa va cac chat chuyén hoa déu dugc thai trir mot
phan dudi dang glucuronid hoa. Sau khi dung liéu 13p lai, ndng do trung binh cua chit chuyén
hoéa demethyl va didemethyl thuong twong tmg 1a 28 - 31% va < 5% noéng do escitalopram.
Chuyen héa sinh hoc cua esmtalopram thanh chit chuyén hoa demethyl hoa chu yéu qua trung
gian CYP2C19. C6 thé c6 mot s6 dong gbp cia enzym CYP3A4 va CYP2D6.

Thai trir

Thoi gian ban théi (ti2 p) sau khi dung licu 1ap lai 1a khoang 30 gid va do thanh thai huyét trong
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duong ubng (Cloral) 12 khoang 0,6 L/ phut. Cac chit chuyén hoa chinh c6 thoi gian ban thai dai
hon dang ké. Esc1ta10pram va cac chat chuyén hoa chinh dugc cho 13 thai trir qua ca gan
(chuyen hoa) va than, v6i phan 16n liéu duoc thai trir dudi dang chat chuyén hoa qua nude tiéu.
Sw tuyén tinh

Dugc dong hoc cua thubc 1a tuyén tinh. Nong do huyét tuong dat trang thai 6n dinh trong
khoang 1 tuan. Nong do trung binh & trang thai 6n dinh 1a 50 nmol/ L (trong khoang 20 - 125
nmol/ L) dat dugc khi dung li€u hang ngay 10 mg.

Doi twgng dic bigt

Ngwoi cao tudi

Escitalopram duoc thai trir cham hon nhiéu ¢ ngudi cao tudi s0 vOi bénh nhén tré¢ hon. AUC
toan than cia escitalopram khoang 50% cao hon & ngudi cao tudi so véi ngudi tinh nguyén tré
khoe manh.

Suy giam chirc nang gan

O bénh nhén suy gan nhe hodc vira (Child-Pugh nhém A va B), thoi gian ban thai cua
escitalopram ting khoang 2 1an va AUC ting khoang 60% so véi d6i tugng co chirc ning gan
binh thuong.

Suy giam chirc ndang thdn

Vi mtalopram racemic, thoi gian ban thai dai hon va AUC tang nhe da dugc thay 0 bénh nhén
suy giam chtrc nang thén (Clcr tir 10 - 53 mL/ phut). Nong d6 huyét twong ciia cac chét chuyén
hoa chua dugc nghién ctru, nhung ching c6 thé tang.

Da hinh kibu gen

Bénh nhan c6 chuyen hoéa CYP2C19 kém co nong d6 huyét tuong cao hon gap 2 lan so voi bénh
nhan c6 chuyén héa manh. Khong cé sy thay doi AUC dang ké & bénh nhan c6 chuyén hoa
CYP2D6 kem.

14. QUY CACH PONG GOI
Hop 2 vi x 14 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

Picu kién bao quan:

Gilr thudc trong bao bi gbc ctia nha san xuét, day kin.

Dé thude noi kho rao, tranh dnh sang, nhi¢t d§ khong qué 30°C va ngoai tAm Vi clia tré em.
Han dung 36 thang ké tlr ngdy san xuat.

Tiéu chuén chét lwong: TCCS.
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16. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xudat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phudong Théi Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

17. NGAY XEM XET SUA DOIL, CAP NHAT LAI NQOI DUNG HUONG DAN SU DUNG
THUOC

Tén san pham: DIOUF

M3 s toa: 0075.T1

- Chuyén file in theo cong van dong ¥ thay doi 10863/QLD-DK ngay
Kiém soat stra doi: 10/09/2021
- Chuyén ma toa tir TOA040DBB sang 0075.T1 theo SOP Q.DK.1003

Nhan vién thiét ké:
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