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Ry Thubc bin theo don

RECITA-20 BN
(Vién nén bao phim Escitalopram 20 mg) @\9 ?}\\ﬂ/

CANH BAO:

Thubc nay chi sic dung theo su ké don ciia bdc st

Doc ky huong dan sir dung trcée khi sir dung.

Néu can thém thong tin, xin hoi y kién bdc si.

Khong dimg qud liéu chi dinh.

Xin théng bdo cho bdc st biét cdc tdc dung khong mong mudn trong qud trinh sir dung.
Khong ding rhuoc quda han sir dung ghi trén nhan.

Dé thuée xa tam fay cua tre.

THANH PHAN: 2~

Moi vién nén bao phim ¢6 chira:

Hoat chat: Escitalopram oxalat twrong duong Escitalopram ... ..20mg

Ta dugc: Cellulose vi tinh thé, croscarmellose natri, talc tmh che collmdal silicon dioxid,
~ magnesi stearat, hydroxy propyl methyl cellulose (HPMO), titan dioxid, polyethylen glycol (PEG-

400), nude tinh khiét* (bay hoi trong qud trinh san xuat khéng tham gia vao thanh phan cudi cta

vién)

DU(JC LUC HOQC:

Co ché tic dung

Escnalopram la thude trc ché chon loc sy téi hip thu serotonin (5- HT), ¢6 di luc cao véi vi tr lién
két ddu. N6 ciing lién két véi vi tri allosteric cta téc nhan van chuyén serotonin véi i luc thap
hon 1000 Ian.

Escitalopram khong ¢6 hodc ¢ &i lyc thap v6i mot sb céc thu thé bao gom 5-HT1A, 5-HT2, thu
thé DA Dl va Ds, al-, a2-, B-adrenoceptors, histamin H1, muscarin, cholinergic, benzodiazepin va
céc thu thé opioid.

Sy trc ché thu héi 5-HT 12 co ché tic dung duy nhit giai thich dic tinh duoc ly va tic dung 1am
sang cua escitalopram .

Tac dung duwoc ly

Trong mét nghién ciru dién tim d6 (ECG) mu déi, c6 kiém soat gia duoc & ngudi khoe manh, s ),
- thay d6i QTc (so véi ban dau) 1a 4,3 ms (dd tin ciy 90%: 2.2; 6,4) v&i lidu 10 mg/ngay va 10,7 ms "f"}’

(do tin cdy 90%: 8,6; 12,8) & litu cao 30 mg/ngay. (Xin xem thém muc “Chong chi dinh”, [f ]

“Khuyén co va than trong” va “Tac dung khéng mong muén”). *3’

Hiéu qua lam sang o™

Giai doan tram cam tram trong ~

Trong nghién ciru mu ddi, escitalopram c6 hi¢u qua trong diéu tri trAm cam giai doan cap tinh ddi
v6i 3 trén 4 @i tuong sau 8 tudn.

\ Két qua nghlen ctru phong chona tal phat trén 274 bénh nhz% dung lidu 10 hodc 20 mg/ngiy

’ trong 8 tuén, sau dé duge chon ngiu nhién dé tiép tuc ding estitalopram véi liéu tuong tu, hodic

v6i gia duoc cho dén 36 tudn cho thiy: nhém bénh nhén tiép tuc dung escitalopram cé thoi gian
tai phat kéo dai hon 36 tuin so véi nhom ding gia duge.
Réi loan lo du xa héi
Escitalopram ¢6 hiéu qua trong 3 giai doan nghién ciu ngan (12 tuin), va dap (mg véi phong
chéng tai phat réi loan lo du xa hoi trong 6 thang. Hiéu qua diéu tri véi liéu 5, 10 va 20 mg trong
24 tudn da dugc chimg minh.
Réi loan lo éu lan téa
Escitalopram véi lidu 10 va 20 mg/ngay c6 hiéu qua & 4/ 4 trudmg hop nghién ciru ¢6 d6i chimg
gid dugc.
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Trong mdt nghién ctu gom 421 bénh nhan dugc diéu tri vé6i escitalopram va 419 bénh nhén dugc
diéu tri bang gia duogc, c6 1an luot 47,5% va 28,9% bénh nhan dép img diéu tri va 37,1%, 20,8%
khoi phuc trang théi ban dAu. Hiéu qua bén viig da duoc nhin thdy ngay tir tudn 1.

Nghién ctru ngau nhlen 373 bénh nhan dung liéu escitalopram 20 mg/ngay, hiéu qua diéu tri dat
dugc trong vong 12 tuan, hiéu qua duy tri da duge ching minh trong 24-76 tudn.

R6i logn dm anh cuong bire

Trong nghién ciru mu doi, ngdu nhién liéu escitalopram 20 mg/ngay tach ra tir tng sb diém Y-
BOCS sau 12 tuin, hiéu qua khi ding liéu 10, 20 mg/ngay cao hon so véi nhém dung gia duge.
Thoi gian dat duge két qua clc phong ngira tai phat khi dung lleu 10 va 20 mg/ngay ddi véi bénh
nhan nghién ctra mé 12 16 tudn, con nghién ctiru ma déi la 24 tuan.

DUQC PONG HQC:

Haprrhu

Thubc hfig thu gan nhu hoan toan va ddc lap vé6i thie dn. Thoi gian (Tme) dé thude dat ndng dinh
trong huyét tuong la khoang 4 gi¢r sau khi ding da lidu.

Sinh kha dung tuyét d6i cia escitalopram khoang 80% so véi citalopram racemic.

Phdn bo

Thé tich phan bd (Vd, B/F) sau khi uéng khoang 12-26 I/kg. Escitalopram va chit chuyén hoa
chinh lién két véi protein huyét tuong khodng 56%.

Chuyén héa

Escitalopram chuyén héa qua gan tao thanh céc chit chuyén hoa demethyl hoac didemethyl, 1a cac
chat chuyén héa con hoat tinh. Ngoai ra nito con ¢6 thé oxi héa tao thanh N-oxid. Cé chit me va
céc chéit chuyen hoéa duge bai tiét nhy glucuronid. Sau khi ding da liéu, ndng d¢ trung binh clia
chit chuyen héa demethyl va didemethyl khoang 28-31%, cua escitalopram la < 5%. Su chuyén
hoa thanh dang demethyl tir escitalopram chii yéu la nhés enzym CYP2C19, ¢6 thé cé su tham gia
cua CYP3A4, CYP2De.

Thai tric

Thoi gian béan thai (ti» B) sau khi ding da liéu 1 30 gid, dd thanh thai cua huyét twong khi diing
thude qua duong miéng (Clora) khoang 0,6 lit/phat. Cac chit chuyé én hoa c6 thoi gian ban thai dai
hon. Gia thuyét ring escitalopram va cic chét chuyén héa chinh duoc bai tiét qua gan va thén, thi
maét phan 16n duoc bai tletqua nuée tidu dudi dang da chuyén héa.

Do ruye'n tinh

Thudc ¢6 duge dong hoc tuyén tinh. Nong do 6n dinh coa thude trong huyét tuong dat duge sau
khoang 1 tudn. Néng do trung binh khoang 50 nmol/L. (20 — 125 nmol/l) dat dugc & lieu 10
mg/ngay.

Nguoi cao tudi (> 65 1uoi)

Thoi gian ban thai & nguoi cao tudi dai hon so v6i bénh nhan tré tudi. Sinh kha dung (AUC) cao
hon khoang 50% so véi ngudi tré tudi, khoe manh.

Suy gan

O bénh nhin suy gan nhe hoic trung binh (Tiéu chuin Child-Plug A va B), thai glan bén thai cua
escitalopram thuong dai hon gdp déi, sinh kha dung cao hon khodng 60% so véi ngudi ¢6 chic
nang gaﬂbmh thudng. \

Suy than .

Vi dang citalopram racemic, thoi gian ban thai kn.o dai hon, sinh khé dung cao hcm 0 vOi nguol
suy gidm chic ndng thén (Cle, 10-53 ml/phut). Nong do cta céc chat chuyén héa trong huyét
tuwong chua dugce nghién ctru, nhung ¢6 thé ting 1én.

Da hinh

Khi ngudi c¢6 chirc néng chuyén héa kém ddi voi CYP2C19 lam ting gap d6i néng do cta
escitalopram so voi chuyén hoa manh. Tuy nhién sinh kha dung khéng thay ddi nhiéu.

CHI PINH:

- TrAm cam thé trim trong

- Diéu trj rdi loan hoang loan, ¢ hay khéng c¢6 chimg s¢ khoing rong

N
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- biéu trj rdi loan ém anh cudng birc (OCD)

- Diéu tri cac r01 loan lo 4u xa hdi (ndi 4m anh xa hoi).

- Piéu tri céc rdi loan lo 4u lan toa.

LIEU LUQNG VA CACH DUNG:

Thube ding theo dudng udng, theo su huéng dan cua bac si diéu tri.

Liéu an toan trén 20 mg/ngay khong dugc khuyen cao.

C6 thé dung thuoc cung hodc khong cung vai thirc an.

Tram cam thé tram trong

Liéu théng thuong 10mg/ngay. Phu thudc vao dép tmg ctia timg bénh nhén, c6 thé tang lidu tdi da
1én dén 20mg/ngay.

Dung thubc sau 2-4 tudn s& dat duge tac dung chong tram cam. Sau khi céc triéu ching da dugc
khic phuc, can sir dung thudc it nhit 6 thang dé cung cb mire dép tmg.

Diéu tri roi logn hoang loan, ¢6 hay khong co chu‘ng so khoang rong

Liéu 5 mg/ngay duoc khuycn céo cho tudn dau sir dung escitalopram truée khi ting liéu Ién
10mg/ngay. Liéu ding ¢6 thé tang t6i da dén 20 mg/ngay, tay thudc vao murc dap img cua tung
bénh nhan.

Hiéu qué nhan thy sau 3 thang diéu tri. Thoi gian diéu tri ¢6 thé kéo dai trong nhiéu thang.

Bréu tri cdc réi loan lo Gu xa hoi (ndi dm anh xa hoi).

Lidu thong thuong 1a 10 mg/ngay. Triéu chimg thuyén giam sau 2-4 tuan. Tuy vao dap Gng cua
tung bénh nhan ma lidu ding duoc giam xudng 5 mg/ngay hodc tang 1én 20 mg/ngay.

R&i loan lo x héi 1a bénh man tinh, do d6 thoi gian diéu trj 12 tudn duge khuyen cdo dé cing ¢b
dap tmg. Thoi gian diéu tri nén kéo dai khoang 6 thang dé ngin ngira tai phat, cAn kiém tra dinh
ky dé danh gia hidu qua diéu tri.

Roi loan lo du lan toa )
Liéu khoi dau 1a 10 mg/ngay. Tuy vao dap tmg clia timg bénh nhan, c6 thé liéu toi da 1én dén
20mg/ngay.

Thaoi gian diéu tri nén kéo dai khoang 6 thang & mitc liéu 20 mg/ngay va bénh nhan nén duge dinh
ky kiém tra.

Réi logn am dnh cwéng bire (OCD)

Liéu khai dau 1a 10 mg/ngay. Ty vao dap (mg cla timg bénh nhén, ¢6 thé liéu t6i da 1én dén
20mg/ngay.

OCD la b¢nh man tinh, do d6 b¢nh nhén can duge didu tri cho dén khi khong con tri¢u chimg va
dinh ky kiém tra dé danh gia hiéu qua diéu tri.

Ngueoi cao tuéi (> 65 tuéi)

Lidu khoi dau 1a 5 mg/ngay. Tuy thude vao mirc dap mg cua timg bénh nhin ma ¢ thé tang liéu
c6 thé 1én dén 10 mg/ngay.

I-Iiﬁu qua cua escitalopram trong diéu tri rdi loan lo du xi hdi chua duge nghién ctru & ngudi cao
tudi.

Tré em va thanh thiéu nién (< 18 mm)

Escitalopram khong nén duoc sir dung trong didu tri & tré em va thanh thiéu nién dudi 18 tudi.

Suy than_

Khong can hiéu chinh lidu e§c1talopram & ngudi suy than nhe hodc trung binh. Cén thén trong &
bénh nhén suy thin ning (Clc, < 30 ml/phut).

Suy gan

Déi voi bénh nhin suy gan nhe va trung binh, lidu khoi dau 1a 5 mg/ngay trong 2 tudn. Tuy thude
vao dép Umg cua timg bénh nhan, cé thé ting lidu 1én dén 10 mg/ngay. Can than trong va hiéu
chinh liéu & bénh nhan suy gan ning.

Thiéu hut enzym chuyén héa CYP2C19

Péi voi bénh nhan thiéu hut enzym chuyén héa CYP2C19, lidu khoi ddu 5 mg/ngay trong 2 tudn.
Tuy thude vao dap img cta timg bénh nhin ma cé thé ting liéu 1én dén 10 mg/ngay.

Vo
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Cdc triéu chimg xudt hién khi ngimg thudc
Pé lam giam nguy co khi ngimg thuée, tranh ngimg thude dot ngdt, lidu escitalopram nén dugc
giam dan it nhat tmng 1-2 tudn. Néu bénh nhan khong dép tmg dugc didu tri, c6 thé tiép tuc lidu
truge do. Sau do, c6 thé giam liéu mdt céch tir tir hon.
CHONG CHI DINH:
Qua min véi bit ¢t thanh phin nao cia thude.
Bénh nhén ¢ pha hung cam.
Khong ding dong thoi véi cic IMAO khdng chon loc, khéng hdi phuc, do nguy co gy ra héi
chimng serotonin véi cac biéu hién nhu kich dong, run, tang than nhigt..
Dung chung escitalopram véi céc thudc {rc ché MAO- A cb hdi phuc (nhu meclobemid) hodc cédc
thuée e ché MAO khéng chon loc (linezolid) 1a chéng chi dinh do nguy co gdy hdi ching
serotonin.
Chéng chi dinh dung thudc khi ding céc thube e ché MAO trong vong 2 tuin trude khi ding
escitalopram.
Chong chi dinh dung escitalopram cho bénh nhan ¢ khoang QT kéo dai bim sinh hodc khéng.
Khéng diing chung escitalopram véi céc thude kéo dai khoang QT.
KHUYEN CAO VA THAN TRONG: f-;z
Ap dung cho nhom diéu tri SSRI (thuélc trc ché thu hoi serotonin ¢6 chon loc). e
Tré em va thanh thiéu nién dudi 18 tuéi
Khong dung escitalopram cho tré em va thanh thiéu nién dudi 18 tudi, do lam ting cac hanh vi tir
st (cO gang ty sat hodc c6 y nghi tyr sat), cdc hanh vi chéng dm hodc tie gidn. Tay thude vao nhu
cau lam sang, tré em tir 12 — 18 tudi 6 thé dung néu lhat sy can thiét, tuy nhién, can theo doi chat
hanh vi tir sat, tu hai ban than ho#c hanh vi chonﬁ déi, dic biét khi bit ddu diéu tri. Chua co dir
lidu an toan khi ding thudc 1au dai & tré em va thanh thiéu nién lién quan dén sur phat trién, truéng |
thanh, phat trién nhan thirc va hanh vi. al
Lo ldng nghich Iy (Paradoxical anxiety) '
Trong giai doan dau khi diéu tri bing thudc chéng tram cam, bénh nhan ¢ thé cé céc triéu chimg
hoang loan, ting su lo du. Cac triéu chimg ndy sé& giam sau 2 tuin diéu tri. Do d6, khai dau b%mg
liéu thp dé giam hién tugng nay. HO
Co giat
Nen ngung esmtalopram khi bénh nhén phét tridn con co gidt dau tién, hodc néu c6 su gia ting tan
50 co giat (d6i véi bénh nhan da c6 ching dong kinh trude d6). Khong nén dung SSRIs cho nhimg
bénh nhin ddng kinh khong on dinh, can duge theo ddi chit ché bénh nhéin da kiém sodt duoc
chimg dong kinh.
- Hung cam
Thén trong khi dung SSRIs & bénh nhan c6 tién st hung cam/hung cam nhe. Ngimg thudc khi
bénh nhan c6 biéu hién hung cam giai doan 1.
Ddi thao duong
O bénh nhén dai thao ~dudmg, khi ding SSRIs ¢6 thé 1am thay doi klem soat dudng huyn_t (ting
hoac giam dudng huyét), do d6 can phai hiéu chinh liéu cia insulin/thudc ha duong huyét dudng
udng khac). \
Ty sat hodc c6 y nghi tu sat .
Tridm cam c6 thé 1am ting ¥ nghi tu sdt, tw gdy hai cho ban than hojc ty sat. Nguy co nay vin tbn
tai cho dén khi céc trigu chimg trdm cam da thuyén giam dang ké. Tinh _trang nay khong dugc cai
thién trong vai tudn didu tri diu. Do dé, cin duge theo doi chat ché dé giam nguy co tir st cla
bénh nhan.
Khi sir dyng escitalopram cho céac thé rdi loan tdm than khéc, ciing lam ting nguy co tu sat & bénh
nhan. Ngoai ra, trong dleu kién trén, ¢6 thé s& mac dong thoi voi rdi loan lo du lan téa. Do do, can
quan sat cdc biéu hién rdi loan lo 4u lan toa khi diéu tri cdc bénh rbi loan tdm thin khéc.

i
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Bénh nhéin ¢6 tién st tu sat, hodc ¢d ¥ nghi ty st trude khi diéu tri, cin duge theo di cén than
trong khi diéu tri. Két qua phén tich meta ding thudc chdng trAm cam & bénh nhan truong thanh
co dung gia dugc cho thay, nguy co tu sit ting & nhom dung thude trén dbi tuong dudi 25 tudi.
Céc d6i tugng can giam sat, dic biét 12 nhitg nguoi c6 nguy co cao, nén duge sir dung céc liéu
phép di kém, dac bi¢t trong giai doan dau ctia diéu tri va khi thay dbi lidu.

Bé_nh nhan (hodc nhirng nguoi cham séc bénh nhan) nén dugc canh béo trong qué trinh gidm sat,
khi bénh nhén ¢6 céc hanh vi xau nhu ¢6 ¥ nghi ty sat hogc ty sit, nhimg thay déi bat thuong
trong hanh vi, can bdo cdo va xin tu van ctia nhan vién y té ngay lap tirc.

Akathisia/ bon chon

Viéc sir dung SSRISJ'SNRI§ lién quan dén su tang cam gidc bdn chdn, khé chiu, dau budn, bt rit.
Hién tuong nay thl;c‘!ng xuat hi¢n trong vai tuan dAu cua didu trj. Khi cac triéu chimg nay gia ting,
néu tang li€u c6 the gdy ra nhimg diéu bt loi.

Ha natri puiu

Sur bai tiét hormon chéng bai ni¢u (STADH), ¢6 thé gy ha natri méu khi st dung cac thude SSRI,
hién tugng nay hiém khi xay ra, nhung néu xay ra, can dimg viéc sir dung thude.

Nén than trong khi ding thudc cho nhom bénh nhén ¢é nguy co nhu: ngudi gia, bénh nhin xo
gan, hodc dung chung véi cic thudc c6 thé giy ha natri méu.

Xudt huyét

Da ¢6 bao cédo vé‘hién tuong chay mau bat thuéng dudi da nhu: bdm mdu, ban xuit huyét khi
dung cdc SSRI. Can thén trong & bénh nhan c6 dung chung véi céc thude khac nhu thude chéng
ddng mau, thuﬁc’chén’g két tap tiéu ciu (thude chéng loan thén khén g dién hinh, cac phenothiazin,
hau heét cdc thude chong trim cam ba vong, acid acetylsalicylic va cdc NSAID, ticlopidin va
dipyridamol) va céc bénh nhan c6 khuynh huéng chay mau.

Séc di¢n (ECT-electroconvulsive therapy) , =
Kinh nghiém lam sang cho thiy can than trong khi dé‘mg thoi sir dung SSRIs va ECT. :

Hoi chitng Serotonin

Thén trong khi sir dung escitalopram véi cac thude anh huéng dén serotonin nhu sumatriptan hofic
céc triptan khéc, tramadol va tryptophan.

Mt s biéu hién hiém gaip da xay ra khi két hop SSRIs vdi thude serotonegic nhu kich dong, run
ré.y, rung giit co, ting thin nhiét. Khi xay ra hién tuong nay, can dimg thude va 4p dung céc bién
phép dicu trj triéu chimg.

St.John's wort 1
Dung dong thoi SSRIs véi cac thao duge ¢o chira St.John’s wort (Hyperium perforatum) c6 thé
lam tang céc phan tmg bit loi.

Triéu chung ngung .

Tri¢u chirng ngung xuét hi¢n khi ngimg diéu tri, diic biét la ngung diéu tri dot ngdt. Thir nghiém
1am sang cho thdy, cc phan img ngung xuét hién trén 25% bénh nhan ding escitalopram con véi
bénh nhan dung gia duoc la 15%. ) .

Nguy co ctia tri¢u chimg ngung c6 thé phu thude vao nhidu yéu td nhu thoi gian, liéu lugng va ty
1¢ giam lidu. Vi cac biéu hién nhu: chéng mit, rdi loan cam giac (bao gdm di cim va cam gide
sbc dién), rbi loan gidc ngu (chimg mét ngi va nhitng gidc mo di thuong), kich dong hoac lo au,
budn nén hodc nén, run, dd md hdi, nhirc dau, tiéu chdy, danh tréng nguec, n}ét on dinh tinh cam,
khé chiu, hay gip trudng hop roi loan thi gide. Céc triéu chimg thuong nhe dén trung binh, mét s6
bénh nhin ¢6 thé niing vé cudng do. . o

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

Céc triéu chimg nay thuéng hét trong vong 2 tuin, mot s6 ¢6 thé kéo dai 2-3 thang hogc hon. Do
d6 nén giam lidu escitalopram tir tir trong vai tudn hodc vai thang, tiy nhu cau ctia bénh nhén.
Bénh mach vanh

Do kinh nghiém ldm sang con han ché, do d6 can than trong khi ding escitalopram cho bénh nhén
bi bénh mach vanh.
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Khoang OT kéo dai )

Esm_lalopram ‘cc’) the gf’iy hién tuong kéo dai khoang QT phu thude lidu. Hién tugng kéo dai
kh?arag (;)T va loan nhip that bao gdom xoén dinh da duoc béo cio trong thdi ky hdu marketing,
chi yeu & bénh nhan nit, bénh nhén ha kali mau, di c6 khodng QT kéo dai trude d6 hodic bénh tim
mach khéc.

Than trong & nhimg bénh nhén ¢6 nhip tim chdm dang k¢, bénh nhén nhdi méu co tim c4p tinh
gan day hodc suy tim khong bu.

Ro1i loan dié? giai nhu ha kali mdu va gidm magnesi méu lam ting nguy co rdi loan nhip tim é4c
tinh, do d6 can xir Iy céc hi¢n tuong trén trude khi diéu trj bing escitalopram.

Néu bénh nhin bénh tim da di¢u ui 6n dinh, cin danh gia ECG truée khi bit ddu ding
escitalopram. )

Néu cé dég hiéu roi loan nhip tim xdy ra trong didu tri véi escitalopram, cin ngimg thude va lam
di¢n tdm do.

Bénh tang nhan dp géc déng (Glaucom géc dong)

SSRIs paomgﬁxq escitalopram c6 thé gy gidn ddng tir. TAc hai gdy gidn dong tir ndy ¢6 thé thu hep
gbc mit dan dén ting dp lyc ndi nhan va ting nhan dp goc déng, dic biét & nhitng bénh nhan
trude khi dugce xur ly. Can sir dung than trong & nhitng bénh nhén ting nhin 4p gbéc déng hoic tién
st tang nhan dp. ; ) i

TAC DUNG CUA THUOC TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Escitalopram di dugc chimg minh la khéng anh huéng dén chirc nang tri tu¢ hoic tim than vin
déng, bat ky thu6c hudéng tdm than ndo ciing 6 thé lam giam phan doén hoiic k¥ ning. Do d6, cin
than trong khi lai xe va vén hanh may méc trong thoi gian diéu tri bing escitalopram.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU: ,.

Phu nit ¢6 thai e
Chua c6 du dit liéu lam sang khi dung thudc escitalopram cho phu nir mang thai.

K&t quéa nghién ctru trén dong vat cho thdy escitalopram gay ddc tinh sinh san, do d6 chi sir dung
thudc trong théi ky mang thai khi that can thiét va da can nhic gitra loi ich va nguy co.

Can phai theo ddi tré so sinh, khi me diing escitalopram trong thai ky, diic biét 1a ba thang cudi.
Viéc dimg thudc dot ngot nén tranh trong thdi ki mang thai.

Tré so sinh ¢6 thé céc biéu hi¢n sau dy, néu me ding cic SSRI/SNRI sir dung trong giai doan sau
cua thai ky: suy ho hép, tim tai, ngimg thd, co git, nhiét do khong 6n dinh, khé an, nén mira, ha
dudmg huyét, ting/giam truong luc, ting phan xa, run, bdn chén, khé chiu, the o, khéc nhiéu,
budn ngwkho ngl. Cac triéu chimg nay 1a do anh hudng cua serotonergic hodc phan img ngung,
thuong xudt hién som trong khoang 24 gi¢r sau khi sinh. ‘

Dit liéu dich t& hoc cho théy viée sir dung SSRIs trong thai ky, diic biét 1a cudi thai ky, ¢ thé lam
ting nguy co tang huyét 4p dong mach phdi dai ding & tré so sinh (PPHN). Nguy co quan sat
dugc khoang 5/100 doi véi trudng hop mang thai. 1 hodce 2 trudng hop trén 1000 thai trong toan
dan so.

Cho con bt
Theo dur kién, escitalopram c6 thé duoc bai tiét qua sita me, do @6 cho tré ngimg bu trong thoi
gian diéu tri. \

Kha néng sinh'san .

Dir liéu nghién ciru trén déng vét cho thiy, escitalopram cé kha niing dnh hudng dén chat luong
tinh tring. Béo cdo trén ngudi chi ra ring SSRI ¢6 thé lam ddo nguge anh huéng dén chat luong
tinh trung. Chua cé béo cdo lién quan dén kha nang sinh san ciia con ngudi.

TUONG TAC THUOC:

Tuong tac dugce dong hoc

Cdc két hop chéng chi dinh \

Cac IMAO khéng phyc hdi, khong chon loc: Mot s6 truomg hop da xay ra phan (ng tram trong
trén bénh nhan dung phdi hop SSRIs véi cac IMAO khéng phuc hdi, khong chon lge, hodc ca trén
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bénh nhdn da ngimg diéu tri bang SSRI va bét diu véi IMAO. Mt s6 trudng hop, bénh nhéan da

phét trién hoi chimg serotonin.

D? fi(’), Escitalopram c6 thé bét‘déu 14 ngay sau khi ngung ‘diéu tri bing IMAO khéng hdi phuc.

Va it nhat sau 7 ngay, ngimg diéu trj escitalopram méi bt diu ding thuéc IMAO khéng phuc hoéi,

khong chon loc.

IMAO-A phuyc héi, ¢6 chon loc (moclobemid): do nguy co cua hdi chimg serotonin nén su két

ho’p cla escitalopram véi mot IMAO-A nhu moclobemid la chdng chi dinh. Trong truomg hop cin

tl:nét phai phoi hop, licu escitalopram khuyén céo 12 téi thidu va cin gidm sét chiat ché trén 1am
sang.

IMAO phuc héi, khéng chon loc (linezolid): khang sinh linezolid 1a mét IMAO phuc héi, khéng

chon loc va khong nén phéi hop véi escitalopram. Trong trudng hop can thiét phai phéi hop, lidu

escitalopram khuyén c4o la toi thicu va can giam st chit ché trén lim sang.

IMAO-B khéng phuc hoi, chon loc (selegilin): khi két hop véi selegilin, cin than trong vi chiing

c6 the gdy ra hoi chimg serotonin. Lidu selegilin 1én dén 10mg/ngay 1a an toan khi phéi hop véi

citalopram racemic.

Khoang QT kéo dai: do nghién ciru duge dong hoc va duoe lue hoc cia escitalopram két hop voi

cac thude kéo dai khoang QT da khong dugc thue hién nén da khong loai trir duge cac phan tmg

khong mong mudn. Do d6, chong chi dinh phéi hop escitalopram véi céc thude kéo dai khoang

QT nhu: thube chong loan nhip nhém TA va nhém III, thube chéng loan thdn (din xudt

phenothiazin, pimozid, haloperidol), thudc chémg trdm cam ba vong, cac khang sinh (sparfloxacin,

moxifloxacin, erythromycin IV, pentamidin, thudc diéu tri sét rét, dic biét 1a halofantrin), thubc
khang histamin (astemizol, mizolastin).

Cdc két hop can than trong

Céc thudc serotonergic: khi phéi hop thude véi céc serotonergic nhur tramadol, sumatriptan va cac

triptan khac c6 thé gay ra hoi ching serotonin.

Céc thude 1am gidm ngudng co giat: cic SSRI ¢6 thé 1am giam ngudng co giat. Can than trong khi

dung dong thdi véi cc thube c6 kha ning lam giam ngudng co gidt (nhu céc thudc tram cam

tricyclic, SSRI), thudc an than kinh (phenothiazin, thioxanthin, butyrophenon), mefloquin,
bupropion va tramadol.

Lithi, tryptophan: da c6 bédo céo tac dung tang cuong khi dung chung SSRI véi lithi, tryptophan,

do d6 céan than trong khi phéi hop cac thude nay.

St.John’s wort: dung chung SSRI véi cdc thao duge cé chira StJohn’s wort (Hypericum

perforatum) ¢6 thé 1am tang cc phan tmg bt loi.

Xuét huyél: 1 i

- Phéi hop escitalopram véi céc thude chéng dong c6 thé lam thay doi tac dung qhéng dong.
Bénh nhéan diéu tri bang thudc chéng dong dudng udng, nén duge theo doi chi s6 dong méu
cén than khi bit diu hoc ngimg str dung escitalopram.

- Khi phéi véi voi cac NSAID co thé tang nguy co chday mau.

Rugu: tuy khong ¢é twong tac dugce luc hoc hodc duge dong hoc gilia escitalopram va rugu, tuy

nhién khong nén ding cac thude hudéng tam thdn chung véi ruou. ,

Céc san phim gay ha kali/magnesj mau: can thin trong khi dung escitalopram véi cdc san pham

gay ha kali/magnesi mau do nguy co gdy roi loan nhip dc tinh.

Tuong tac duge dong hoc

Anh huong cta céc thude khéc trén duge dong hoc clia escitalopram: )

- Su chuyén hoa cia escitalopram chi yéu qua trung gian CYP2C19, va mdt phan nho qua
CYP3A4, CYP2D6. Su chuyén héa ctia chét chuyén héa chinh S-DCT (dang khir methyl cua
escitalopram) dugc xuc tac mot phin nho CYP2D6. ’ )

- Phdi hop escitalopram v6i omeprazol 30 mg/ngdy (1d mot chat e che CYP2C19), lam tang
ndng d clia escitalopram trong huyét tuong trung binh khoang 50%.

\‘i\%&: ‘41
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- Dung dong thoi escitalopram voi cimetidin (la mot chét trc ché enzym mure d¢ trung binh) lidu
400 mg, 2 lan/ngay, lam tang nong dg cua escitalopram trong huyét twong trung binh khoéang
70%. Do d6 khi phm hop thude can diéu chinh lidu esc1talopram

- Than trong khi phdi hop thudc véi cc thube e ché enzym CYP2C19 nhu omeprazol,
esomeprazol, fluvoxamin, lansoprazol ticlopidin) hodc cimetidin. Viée gidm lidu cua
escitalopram phu thude vao viée theo ddi téc dung khong mong mudn trong qud trinh diéu tri.

Anh huéng cia escitalopram lén duoe dong hoc cua cic thuoc khac

- Escitalopram 1a chét (¢ ché enzym CYP2D6, do dé can than trong khi dung chung
escitalopram véi cac thude chuyén hoa chu yéu qua enzym ndy va ¢6 chi sé diéu tri hep nhu:
flecainid, propafenon va metoprolol (duge sir dung trong bénh suy tim), hodic mt so thude
than kinh trung wong dugc chuyén héa bdi CYP2D6 nhu thube chdng trdm cam desipramin,
clomipramin va nortriptylin hoge thudce chong loan than nhu risperidon, thioridazin va
haloperidol. Do dé, diéu chinh li¢u ctia cic thude khi can thlet

- Phéi hop véi desipramin hodc metoprolol lam ting gép 2 1in ndng d6 chét nén ciia CYP2D6
trong huyét tuong.

- Nghién ciru in vitro cho thay escitalopram ciing c6 tic dung ch ché enzym CYP2C19 yéu. Do
do, can than trong khi dung ddng thoi véi céc san phim chuyén héa bai CYP2C19.

TAC DUNG KHONG MONG MUON:

Cac phan tmg khong mong muon thuomg xuét hi¢n trong tudn dau hogc tuan thi hai cia diéu tri

va giam dan cudng do va tan suat khi tiép tuc didu tri

Tan s6 duoc dinh nghla nhu sau: Rat pho bién (> 1/10), pho bién (> 1/100 dén < 1/10), khong phd

bién (> 1/1000 dén < 1/100), hiém gip (> 1/ 10000 dén < 1/1000), rit hiém (< 1/10000) hode

khong 15 (khong thé uéce tinh duoc tir dir liéu c6 san).

- Rat pho bién (> 1/ 10): dau dAu, budn nén

- Phd bién (> lflOO dén < 1/10): giam cam gidc ngon mi¢ng, tang su thém an, tang can, lo lang,
bon chdn, glac mo di thuong, giam ham muén tinh dyc, rdi loan chirc ning tinh duc 0 nt,
chéng mat, di cam, run, viém xoang, ngdp, tiu chay, tdo bén, nén mira, khé mi¢ng, ra md hoi
nhiéu, dau khop, dau co, mét moi, sdt, réi loan xudt tinh, bét luc (rdi loan chtic ning cuong
duong)

- Khoéng pho blen (> 1/1000 dcn < 1/100): Giam can, nghién rang, kich dong, cing thing, hoang
loan, 1t 14n, réi loan vi gidc, r01 loan glac ngu, ngit, glan ddng tr, rbi loan thi gidc, U tai, nhip
tim nhanh, chiay mau cam, xuit huyét tiéu héa bao gdm ca xudt huyét tryc trang), mé day,
rung toc, ngura, bang huyet rong Kinh, phu.

- Hiém gip (> 1/ 10000 dén < 1/1000): Phan g phan vé (phan ung di img c6 kha nang de doa
tinh mang), hdi chimg serotonin (véi cdc biéu hién nhu toat md hdi, run, nhip tim nhanh, tiéu
chay, tang phan xa, thay déi trang théi tdm than (vi du nhu sy shém lé‘in, hung cam nhe, kich
dong), mat kiém soat, hoang tudng, nhip tim cham.

- Khéng ré: giam tiéu cau, hoi chimg tiét khong phit hop ctia hormon chong bai ni¢u (SIADII),
ha natri méau, biéng an, hung cam, ¢6 suy nghi hodc hanh vi ty sat, roi loan vén dong, co giat,
khoang QT kéo dai trong di¢n tam do, loan nhip that ¢6 hién tuong xoan dinh, ha huyét 4p tu
thé dimg, viém gan, kiém tra chire niing gan bt tht‘omg, phi mach, bi tiéu.

QUA LIEU VA XU TRIi:

Ddc tinh

Dir ligu vé su qua lidu escitalopram trén lam sang con han ché, nhiéu truomg hop lién quan dén

qua lidu do phdi hop thube. Céc triéu chimg thuong nhe hodc khong cé. Khi ding don lidu

escitalopram tir 400 - 800 mg khong gay ra bét ky triéu chimg nghiém trong ndo.

Triéu ching

Céc triéu chimg cha yéu lién quan dén hé than kinh trung wong nhu run, chéng mét, kich dong,

hiém giip hoi chimg serotonin, co gidt, hon mé, trén hé théng tiéu héa bao gom: budn ndn, non,

trén tim mach (ha huyét 4p, nhip tim nhanh, khoang QT kéo dai va loan nhip tim), ha kali, natri
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mau.

Xir tri

Khéng c6 thude giai ddc dac higu. Can thiét 1ap va duy tri duong tho, dam bao du oxy va chic
nang ho hap. Co the ap dung bién phdp rira da day hodc dung than hoat tinh. Bénh nhan nén duoc
rira da day cang sém cang tot. Can cha ¥ céc vin dé 1ién quan dén tim mach va 4p dung céc bién
phap hd tre chung.

Cac trudong hop qué liu & bénh nhan suy tim sung huyét, nhip tim chdm, bénh nhan c¢é sir dung
dong thoi vai cac thude kéo dai khoang QT, bénh nhén rdi loan chuyén héa nhu suy gan, cin theo
doi dién tam do.

TIEU CHUAN CHAT LUQNG:

Tieu chuan co so.

BAO QUAN:

Bao quan & nhiét d6 dudi 30°C. Noi kho thoang.

HAN SU DUNG:

24 thang ké tir ngay san xuét.

S6 16 san xuat (Batch No.), ngay san xuat (Mfg. date), han ding (Exp. date): xin xem trén nhén
hop va vi.

DANG BAO CHE VA QUY CACH DONG GOI:

= Hop 02 vi x 14 vién nén bao phim.

San xudt tai bai:

Ipca Laboratories Ltd

Plot No. 255/1, Athal, Silvassa, Pin. 396230, (D & NH) India.
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