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T8 roi géi: Théng tin cho ngudi dung

Cipralex 20 mg/ml
Thudc nhé udng, dung dich
escitalopram
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Poc k§ td roi nay trudc khi ban bét diu dung thubc nay vi né chda nhiing théng tin quan trong cho
ban.
+ Gill td roi nay. Ban c6 thé can phai doc n6 moét 1an nifa.
Néu ban c6 thém bit ky cau hdi ndo, hay hdi bac si hodc dugc si cua ban.
+ Thudc nay chi dugc ké don cho ban. Bling truyén né cho ngudi khac. N6 c6 thé gay hai cho
ho, ngay cd khi cac d4u hiéu bénh tat cda ho giéng nhu cda ban.
Néu ban gap bdt ky tac dung phu nao, hay néi chuyén véi bac si hodc dugc si cda ban. Pidu nay bao gom bat ky

tac dung phu c6 thé xay ra khéng dugc 1iét ké trong td rdi nay. Xem phan 4.

C6 gi trong td rdi nay:

- Cipralex la gi va dung dé lam gi

2. Nhiing diéu ban cdn biét trudc khi ding Cipralex
3. Cach ding Thubc Cipralex

4. Tac dung phu c6 thé xay ra

5 Cach bdo quan Cipralex

6. N6i dung clia goéi va théng tin khac

1. Cipralex 13 gi va dung dé lam gi

Cipralex chda hoat chit escitalopram. Cipralex thudc nhém thudc chéng trdm cam dugc goi 1a thudc
Uc ché tai hdp thu serotonin cé chon loc (SSRI). Nhing loai thudc nay tac ddéng 1én hé théng
serotonin trong ndo bang cach ting mic serotonin.

Cipralex chlla escitalopram va dugc sd dung dé didu tri tram cam (cac giai doan tram cam nang) va
réi loan lo au (chéng han nhu rdi loan hodng sg cé hodc khéng cé ching sg khoang tréng, réi loan
lo 4u x& hoi, réi loan lo &u tdng quat va rdi loan &m &nh cudng ché) & ngudi 16n trén 18 tudi.

C6 thé phai mdt vai tudn ban m8i bt diu cam thdy tét hon. Tiép tuc dung Cipralex, ngay ca khi phai
mdt mét thdi gian trudc khi ban cam thdy tinh trang cla minh dugc cai thién.

Ban phai n6i chuyén vdi bac si néu ban khoéng cam thiy tét hon hodc néu ban cam thiy tdi té hon.

2. Nhiing diéu ban cdn biét trudc khi ding Cipralex

Khéng dung Cipralex:

: Néu ban bi di dng v&i escitalopram hodc bt ky thanh phin nao khac cda thudc nay

(dugc liét ké & phan 6).

Néu ban ding cac loai thubc khac thudc nhém goi 1a thubc Gc ché MAO, bao gdm selegiline
(dung trong didu tri bénh Parkinson), moclobemide (dung trong didu tri trdm cam) va
linezolid (mdt loai khang sinh).

Néu ban sinh ra hodc da tUng cé nhip tim bat thudng (dugc nhin théy trén ECG; mdt cudbc
kiém tra dé danh gia tim hoat dong nhu thé nao).

Néu ban ding thubc didu tri cac vidn d& vé nhip tim hodc cé thé anh hudng dén nhip tim
(xem phén 2 "“Cac loai thubc khac va Cipralex”).
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Canh bao va d& phong

N6i chuyén vdi bac si hodc dugc si trudc khi dung Cipralex. Vui 1ong cho bac si biét néu ban cé
bét ky tinh trang hodc bénh tat nao khac, vi bac si cé thé can can nhic diéu nay. bdc biét, hay
néi véi bac si cda ban:

*  Néu ban bi dong kinh. Nén ngiing diéu tri bang Cipralex néu con dong kinh x3y ra 1an dau
tién hodc néu tan sudt con dong kinh ting 1én (xem thém phdn 4 “Cac tac dung phu cé thé
xady ra").

Néu ban bi suy gidm chiic nang gan hodc than. Bac si c6 thé cdn phai didu chinh 1idu
lugng cda ban.

Néu ban méc bénh tidu dudng. pidu tri bang Cipralex cé thé 1am thay ddi viéc kiém soat dudng huyét. €6 thé can
phai diéu chinh 1idu lugng insulin va/hodc thubc ha dudng huyét bang dudng uéng.

Néu ban bi gidm lugng natri trong mau.

Néu ban cé xu hudng dé bi chdy mau hodc bam tim, hodc néu ban dang mang thai (xem phén
'Mang thai, cho con bu va khd ndng sinh san').

Néu ban dang dugc diéu tri bang phuong phap dién giat.

Néu ban bi bénh tim mach vanh.

Néu ban bi hoac da tung bi cac van dé& vé tim hoac gén day bi dau tim

Néu ban c6 nhip tim khi nghi ngdi thdp va/hodc ban biét rdng minh c6 thé bi thibu mubi
do tiéu chdy va nén mla nghiém trong kéo dai (bi ém) hodc su dung thubc 1gi tiéu (vién
nudc) .

Néu ban thiy nhip tim nhanh hodc khéng déu, ngit xiu, suy sup hodc chéng mat khi diing
1én, didu nay cé thé cho thdy nhip tim hoat déng bat thudng.

Néu ban dang hoac da ting c6 van dé& vé& mét, chdng han nhu mét sé loai bénh tang nhan
4p (tdng ap lyc trong mit).

Xin luu y

Mot sb bénh nhan mic bénh hung trdm cam cé thé budc vao giai doan hung cam. pidu nay dugc dac trung
bdi nhiing y tudng thay déi nhanh chéng va bat thudng, hanh phic khéng phiu hgp va hoat ddng thé chét
qua mdc. Néu ban gap phai didu nay, hdy lién hé véi bac si cla ban.

Cac triéu chdng nhu bdn chdn hodc khé ngdi hodc dung yén ciing cé thé xay ra trong nhiing tudn dau
didu tri. Hay cho bac si cla ban ngay 13dp tlc néu ban gdp nhiing triéu chiing nay.

Cac loai thubc nhu Cipralex (con goi 1a SSRI/SNRI) cé thé gay ra cac triéu ching rbéi loan chlc nang tinh

duc (xem phdn 4). Trong mdt s trudng hgp, nhiing triéu ching nay vin tiép tuc sau khi ngiing didu tri.

Y nghi ty t0 va 1am trdm trong thém tinh trang tradm cam hodc rdi loan lo &u cla ban
Néu ban bi trdm cam va/hodc mic ching rdi loan lo au, déi khi ban c6 thé c6 y nghi 1am hai hodc ty sat.
Nhiing tac dung nay cé thé tang 1én khi 13n diu tién bit diu dung thubc chéng trdm cam, vi nhiing loai

thubc nay déu can thdi gian dé phat huy tac dung, thudng 1a khoang hai tudn nhung d6i khi 1au hon.

Ban c6 nhiéu kha niang nghi nhu thé nay:
* Néu trudc day ban ting cé y nghi giét hai hodc 1lam hai ban than.

Néu ban 1a mdt thanh nién. Théng tin tii cac thi nghiém 1am sang cho thiy nguy co hanh
vi ty td tadng 1én & ngudi 16n dudi 25 tudi mdc bénh tam than dugc didu tri bing thubc
chéng trdm cam.

Néu ban c6 y nghi 1am hai hodc ty sat bdt ci luc nao, hay 1ién hé véi bac si hodc dén bénh
vién ngay lap tuc.

Ban co thé théy hitu ich khi néi vdi ngudi than hodc ban than réng ban bi trdm cam hodc méc chiing réi
loan 1o au va yéu cdu ho doc td roi nay. Ban c6 thé yéu cdu ho cho ban biét 1iéu ho c6 nghi ring tinh
trang tram cam hodc lo 1&ng cda ban dang trd nén tdi té hon hay ho lo 1éng vé& nhiing thay ddi trong
hanh vi cda ban.

Tré em va thanh thidu nién dudi 18 tudi

Cipralex thudng khéng dudc sl dung cho tré em va thanh thiéu nién dudi 18 tudi. Ngoai ra, ban
nén biét ring bénh nhan dudi 18 tudi c6 nguy cd mic cac tac dung phu cao hon nhu cé géng ty tu,
c6 y dinh ty td va thai d6 thu dich (chd yéu 1a hung hang, hanh vi chéng d6i).
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va gian dif) khi ho dung loai thudc nay. Mac du vay, bac si cla ban cé thé ké don

Cipralex danh cho bénh nhan dudi 18 tudi vi ho quyét dinh rdng diéu nay mang lai 1¢i ich tét nhat cho
ho. Néu bac si clia ban di ké don Cipralex cho bénh nhan dudi 18 tudi va ban mudn thio luan vé vén dé
nay, vui 1ong quay lai gap bac si. Ban nén théng bado cho bac si néu bit ky triéu ching nao liét ké &
trén phat triédn hodc tradm trong hon khi bénh nhan dudi 18 tudi dang dung Cipralex. Ngoai ra, tac dung an
toan 1au dai 1ién quan dén sy tdng trudng, trudng thanh, phat trién nhan thic va hanh vi cia Cipralex &

nhém tudi nay van chua dudc ching minh.

Thubc khac va Cipralex
Hay cho bac si hodc dugc si cda ban biét néu ban dang dung, gén day da dung hoac cé thé dung bat ky loai
thubc nao khac.

Hay cho bac si cda ban néu ban dang dung bat ky loai thubc nao sau day:

« “Thubc Gc ché monoamine oxidase khéng chon loc (MAOIs)”, c6 chda hoat chét phenelzine, iproniazid,
isocarboxazid, nialamide va tranylcypromine. Néu ban d& ding bdt ky loai thudc nao trong sé
nay, ban sé& phai dgi 14 ngdy trudc khi bdt ddu dung Cipralex. Sau khi ngiing Cipralex, ban phai
doi 7 ngay trudc khi ding bat ky loai thudc nao trong sb nay.

« “Thubc dc ché MAO-A chon loc thuan nghich”, chda moclobemide (dung @& didu tri
trdm cam).

+ “Thubc Uc ché MAO-B khéng thé dao ngudc”, chda selegiline (dung dé diéu tri bénh Parkinson
bénh). Nhiing didu nay 1am tang nguy co tac dung phu.

+ Thudc khang sinh linezolid.

+ Lithium (dung didu tri rdi loan hung trdm cdm) va tryptophan.

+ Imipramine va desipramine (ca hai dé&u ding dé didu tri trdm cam). -

Sumatriptan va cac loai thubc tuong ty (dung dé didu tri ching dau ndia diu) va tramadol va cac loai
thudc tuong ty (opioid, dung aé giam dau nang). Nhing didu nay 1am tang nguy cd tadc dung phu.

Cimetidine, lansoprazole va omeprazole (dung diéu tri loét da day), fluconazole (dung diéu tri

nhi&m ndm), fluvoxamine (thudc chéng trdm cam) va ticlopidine (ding dé gidm nguy co dot quy).
Nhiing didu nay cé6 thé lam tang ndng d6 escitalopram trong mau.
John's wort (hypericum perforatum) - mdt phudng thubc thdo dugc dung dé didu tri trdm cam.

+ Axit acetylsalicylic (aspirin) va thubc chdng viém khong steroid (thubc ding aé gidm dau hodc lam

loang mau nén goi 1a thudc chdng déng mau). Nhiing didu nay cé thé 1lam tdng xu hudng chay mau.

+ Warfarin, dipyridamole, va phenprocoumon (thudc ding dé 1am lodng mdu nén goi 13 thudc chéng déng
mau). Bac si c6 thé sé& kilm tra thoi gian dong mau cla ban khi b3t diu va ngiing s dung Cipralex

dé xac minh rdng lidu thudc chéng déng mau cta ban van du.

+ Mefloquine (dung dé diéu tri bénh sbt rét), bupropion (dung dé didu tri tram cadm) va tramadol
(dung dé didu tri con dau dif doi) do c6 thé co nguy cd ha thdp ngudng co giat.

+ Thubc an thin kinh (thudc didu tri tam thin phan 1iét, rdi loan tam thin) va thubc chéng trdm cam
(thubc chéng trdm cam ba vong va SSRI) do c6 thé c6 nguy cd ha thip ngudng co giat.

* Flecainide, propafenone va metoprolol (dung trong bénh tim mach), clomipramine, nortriptyline
(thudc chbng trdm cadm) va risperidone, thioridazine va haloperidol (thubc chéng loan thin). C6
thé cin phadi didu chinh 1idu Cipralex.

+ Thubc 1am gidm ndng d6 kali hoic magie trong mau, vi nhilng tinh trang nay lam tang

nguy cd r6éi loan nhip tim de doa tinh mang.

Khéng ding Cipralex néu ban dung thubc didu tri cac van d& vé& nhip tim hodc thubc cé thé anh hudng
dén nhip tim, chdng han nhu thuéc chéng loan nhip tim loai IA va III, thudc chéng loan thdn (vi

du: din xudt phenothiazine, pimozide, haloperidol), thudc chéng trdm cadm ba vong, mot sé

thubc chdng vi tring (vi du sparfloxacin, moxifloxacin, erythromycin IV, pentamidine, diéu

tri chéng sdt rét, dac biét 13 halofantrine), mot sé thudc khang histamine (vi du astemizole,
hydroxyzine, mizolastine). Néu ban cé thém bit ky cau héi nao v& van d& nay, ban nén néi chuyén véi

bac si.
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Cipralex v&i thyc phdm, db ubng va rugu

Cipralex cé thé ubng cung hodc khéng cung thlc &n (xem phadn 3 “Cach dung Cipralex”).

Ciing nhu nhidu loai thubc, khong nén két hgp Cipralex vdi rugu, mac du Cipralex dugc cho 1a khéng tuong tac
véi rugu.

Mang thai, cho con bl va khd ndng sinh san
Théng bdo cho bac si néu ban dang mang thai hodc dy dinh c6 thai. Khéng ding Cipralex néu ban dang mang thai

hodc cho con bd, trd khi ban va bac si da thao ludn vé nhiing rui ro va 1gi ich 1ién quan.

Néu ban dung Cipralex trong 3 thang cudi cGa thai ky, ban nén luu y rang nhiing tac dung sau cé thé gap 6
tré sd sinh: kho thd, da xanh, co giat, nhiét d6 cd thé thay d@di, khé ba, nén mla, lugng dudng trong mau
thdp, cd bip clng hosc mém, phadn xa séng dong, run rdy, bdn chdn, khé chiu, thd d, khéc lién tuc, budn ngl
va kho ngli. Néu em bé s sinh clia ban c6 bat ky triéu chiing nao trong sé nay, vui long lién hé vdi bac si

ngay lap tuc.

Hay chic chén réng nif hd sinh va/hodc bac si cla ban biét ban dang ding Cipralex. Khi dung trong thdi ky
mang thai, dic biét 1a trong 3 thang cudi cta thai ky, cac loai thubc nhu Cipralex cé thé lam tang nguy cd
mdc mot tinh trang nghiém trong & tré sd sinh, goi 13 tdng huyét ap phdi dai déng & tré so sinh (PPHN),
khién tré thd nhanh hon va xanh xao. Nhiing triéu chiing nay thudng bdt ddu trong 24 gid dau tién sau khi em

bé chao doi. Néu diéu nay xdy ra vdi con ban, ban nén 1ién hé ngay vdi ndf ho sinh va/hodc bac si.

Néu ban dung Cipralex vao gan cubi thai ky, ban c6 thé ting nguy cd chdy mau &m dao nhidu ngay sau khi sinh,
dac biét néu ban c6 tién sd réi loan chay mau. Bac si hodc nif hé sinh cCa ban nén biét rdng ban dang ding
Cipralex dé ho cé thé tu vén cho ban.

Néu s dung trong thdi ky mang thai, khong bao gid nén ngiing Cipralex dot ngot.

Ngudi ta cho réng Cipralex sé& dugc bai tiét vao siia me.

Citalopram, mot loai thudc nhu escitalopram, da dugc chlng minh 13 1lam gidm chdt lugng tinh tring trong cac nghién cdu trén

dong vat. V& mat 1y thuyét, didu nay c6 thé anh hudng dén khd ning sinh san, nhung tac dong dén kha ning sinh san cta con

ngudi van chua dugc quan sat théy.

Néu ban dang mang thai hodc cho con bl va nghi ring minh c6 thé dang mang thai hodc dang c6 ké hoach sinh

con, hay héi bac si hodc dugc si dé dugc tu vén trudc khi dung thudc nay.
Lai xe va sd dung may méc

Ban khéng nén 1ai xe hodc van hanh may méc cho dén khi biét Cipralex &nh hudng dén minh nhu thé nao.

Cipralex 20 mg/ml giot udng, dung dich chda cén

Thudc nay chia 100 mg cdn (etanol 96%) trong mbi ml tudng dudng v&i 11,8 % v/v. Lugng trong 1ml thudc

nay tudng dudng vdi dudi 3ml bia hodc 1ml rugu. Mot lugng nhd rugu trong thudc nady sé khong cé bat ky tac
dung dang chid y nao.

Cipralex 20 mg/ml giot udng, dung dich chda natri

Thubc nay chia it hon 1 mmol natri (23 mg) mdi ml, nghia 1a v& cd ban 13 'khéng chda natri'.

3. Cach ding Thubc Cipralex
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Ludn ding thubc nay dang nhu bac si d& néi vdi ban. Kidm tra v6i bac si hodc dudc si néu ban khong
chéc chén.

Lat ngudc chai hoan toan. Néu khong cé giot nao chay ra, cham nhe vao chai dé b&t dau chdy.

pém sb giot can thiét vao do uéng c@a ban (nudc, nudc cam hodc nudc tdo), khuéy nhe rdi uéng hét.

Khong tron thubc uéng Cipralex véi cac chit 1dng khac va khéng trén ching vdi cac san phdm thubc
khac.

Ngudi 1én

Tram cam

Lidu théng thudng clia Cipralex 13 10 mg (10 giot) udng mot 1in mdi ngay. Bac si co thé tang 1lidu 1én
téi da 20 mg (20 giot) mdi ngay.

R6i loan hoang sg
Lidu khdi diu cla Cipralex 1a 5 mg (5 giot) mdi ngady trong tudn ddu tién trudc khi tang lidu lén 10
mg (10 giot) mdi ngady. Bac si c6 thé tang lidu 1én téi da 20 mg (20 giot) mdi ngay.

R8i loan lo &u xa hdi

Lidu Cipralex théng thudng dugc khuyén nghi 13 10 mg (10 giot) udng mot 1in mdi ngay.

Bac si c6 thé giam 1idu cda ban xudng 5 mg (5 giot) mdi ngay hoic ting liéu 1én tbéi da 20 mg (20
giot) mdi ngay, tuy thudc vao cach ban phan Ung véi thudc.

R6i loan lo au lan tda
Lidu Cipralex théng thudng dugc khuyén nghi 13 10 mg (10 giot) udng mot 1in mdi ngay.
Bac si c6 thé tang 1idu 1én téi da 20 mg (20 giot) mdi ngay.

Ching 16i loan &m anh cudng ché
Lidu Cipralex théng thudng dugc khuyén nghi 13 10 mg (10 giot) udng mot 1in mdi ngay.
Bac si co thé tang 1iéu 1én téi da 20 mg (20 giot) mdi ngay.

Bénh nhan cao tudi (trén 65 tuéi)
Lidu khdi ddu dudc khuyén nghi cla Cipralex 1a 5 mg (5 giot) udng mot 1dn mbi ngady. Bac si cé thé
tang 1iéu 1én 10 mg (10 giot) mdi ngay.

Tré em va thanh thiéu nién (dudi 18 tudi)
Cipralex thudng khong nén ding cho tré em va thanh thiéu nién. pé biét thém thoéng tin, vui 1long xem

phin 2 “Nhiing diéu ban cin biét trudc khi dung Cipralex”.

Gidm chic ndng théan

Can than trong & nhiing bénh nhan cé chlc nang than suy gidm nghiém trong. Uéng theo chi dinh cla bac
si.

Gidm chilc nang gan
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Bénh nhan c6 van dé& vé& gan khong nén dung qua 10 mg mdi ngdy. Ubng theo chi dinh cua bac si.

Bénh nhan dugc biét 13 naudi chuyén héa kém enzvme CYP2C19
Bénh nhan c6 kidu gen da biét nay khong nén ding qua 10 mg mdi ngay. Udng theo chi dinh cla bac si.

Thoi gian diéu tri
C6 thé phai mit vai tudn ban méi b&t ddu cam thdy tét hon. Tiép tuc dung Cipralex ngay cd khi phai mit mot thdi gian

trudc khi ban cdm thdy tinh trang cla minh dugc cadi thién.
blUng thay ddi 1idu thubc ma khéng néi chuyén véi bac si trudc.

Tiép tuc dung Cipralex theo khuyén nghi cGia bac si. Néu ban ngling diéu tri qua sém, cac triéu chidng cta ban c6 thé

quay trd lai. Nén tidp tuc didu tri trong it nhit 6 thang sau khi ban cam thdy khoe lai.

Néu ban dung nhiéu Cipralex hon mic can thiét

Néu ban ding nhiéu hon liéu Cipralex quy dinh, hay 1ién hé ngay vdi bac si hodc phong cép clu cua bénh vién gdn nhit.
Lam didu nay ngay ca khi khéng c6 déu hiéu khé chiu. Mot sé diu hiéu cla qua 1idu c6 thé 1a chéng mat, run, kich
doéng, co giat, hén mé, budn nén, noén, thay dbi nhip tim, giam huyét ap va thay déi can bing dich/mubi trong cg thé.

Mang theo hop/hép dung Cipralex khi ban dén bac si hodc bénh vién.

Néu ban quén udng Cipralex
Khong dung 1liéu gép doi dé bu cho 1idu da quén. Néu quén ubng mét 1iéu va nhd ra trudc khi di ngd, hay ubng ngay.
Tiép tuc nhu thudng 1& vao ngay hém sau. Néu ban chi nhd ra trong dém hodc ngay hom sau, hdy bé 1lidu da quén va tiép

tuc st dung nhu binh thudng.

Néu ban ngiing dung Cipralex
pling ngling ding Cipralex cho dén khi bac si yéu ciu ban 1am nhu vay. Khi ban da hoan thanh qua trinh didu tri, théng

thudng nén gidm 1idu Cipralex dan dan trong mdét sé tudn.

Khi ngiing ding Cipralex, dic biét néu ngiing thubc dot ngdt, ban c6 thé cam thdy cac triéu ching nging thubc. Day 1a
nhiing triéu chiing thudng gap khi nging didu tri bdng Cipralex. Nguy cd cang cao hon khi sif dung Cipralex trong thdi
gian dai hodc véi 1idu lugng cao hodc khi gidm 1idu qua nhanh. Hau hét moi ngudi thdy rdng cac triéu ching nhe va ty
bién mit trong vong hai tudn. Tuy nhién, & mot sé bénh nhan, ching cé thé ning hodc kéo dai (2-3 thang hodc hon). Néu
ban gap phai cac triéu ching ngiing thubc nghiém trong khi ngiing ding Cipralex, vui 1long 1ién hé vdi bac si cda ban.

Anh 4y hodc c6 &y c6 thé yéu clu ban b&t du ubng lai thudc nhé va nhad chang cham hon.

Cac triéu ching ngiing thubc bao gdm: Cam thdy chéng mit (khong 8n dinh hodic mit thang bing), cam gidc nhu bi kim
cham, cam giac néng rat va (it phd bién hon) cam giac dién giat (ké ca & ddu), réi loan gidc ngd (gidc mo séng dong,
4ac mong, khong thé ngl dugc), cam thdy lo ling, nhic ddu, cam thiy 6m (budn nén), dd md hoi (k& cd dd md hoi ban
dém), cam thdy bdn chdn hodc kich déng, run Iéy (run Iéy), cam thdy béi rbéi hodc mit phuong hudng, cam thiy xic déng

hoac cdu kinh, tiéu chdy (phan 1éng), rdi loan thi giadc, rung dong hodc dap thinh thich nhip tim (danh tréng nguc) .

Néu ban c6 thém bdt ky cau hdéi nao vé& viéc st dung san phdm nay, hay héi bac si hosc dugc si ctia ban.

4. Tac dung phu c6 thé xady ra

Gibng nhu tdt cad cac loai thubc, thudc nay c6 thé gay ra tac dung phu, mic di khéng phadi ai ciing g&p phai.
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Cac tac dung phy thudng bién mdt sau vai tudn didu tri. Xin luu y ring nhidu tac déng ciing c6 thé 1a
triéu chlng cGia bénh tat cta ban va do d6 sé& cdi thién khi ban bt diu khdi bénh.

Hay dén gap bac si néu ban gap bat ky tac dung phu nao sau ddy trong qua trinh diéu tri:
Khéng phd bién (c6 thé anh hudng dén 1 trén 100 ngudi)
+ Chay mau b&t thudng, ké ca chady mau dudng tiéu hoa.

Hiém (c6 thé &nh hudng dén 1 trén 1000 ngudi):
« Sung da, ludi, méi hodc mit hodc khé thd hoic khé nubt (phan tng di Ung).

sét cao, kich déng, 1u 13n, run rdy va co thit cd dot ngdt, day cé thé 1a diu hiéu cda mot
tinh trang hiém g3p goi 1& hdi ching serotonin.

Khéng biét (khéng thé udc tinh tan sudt tu dd liéu c6 san):
* Kho tidu

Pong kinh (con co giat), xem thém phan 2 "Canh bao va bién phap phong ngifa"

+ vang da va trdng trong mit 1a ddu hiéu cla chdc nang gan
suy yéu/viém gan

« Tim dap nhanh, khong déu, ngdt xiu c6 thé 13 triéu ching cla mot tinh trang nguy hiém dén tinh
mang dudc goi 1a xodn dinh

« Toi ty 1am hai hodc giét hai badn than, xem thém phdn 2 “canh bao va d& phong”

Ngoai nhiing tdc dung phu trén da dudc bdo cdo:
R4t phd bién (c6 thé anh hudng dén hon 1 trén 10 ngudi):
Cam thay budn nén (budn nén)
+ bau dau

Thudng gép (c6 thé anh hudng dén 1 trén 10 ngudi):
Nghet mdi hodc chdy nudc mii (viém xoang)

+ Gidm hodc tang cdm gidc thém an

+ Lo 1léng, bdn chdn, c6 gidc mo bat thudng, khé ngd, cadm thdy budn ngu,
chéng mat, ngdp, run, cham chich trén da

+ Tiéu chdy, tdo bdén, ndon mla, khé miéng

« Tang tiét md hoi

+ DPau cd va khdp (dau khép va dau cd)

« Réi loan tinh duc (xudt tinh cham, khé cuong ciing, giam ham mudn tinh duc va phu nil c6 thé gap
khé khan khi dat cuc khoai)

« Mét méi, sbt

+ Tang can

Khéng phd bién (c6 thé anh hudng dén 1 trén 100 ngudi)
+ Phat ban (mé day), phat ban, ngda (ngda)
. Nghién rang, kich ddng, cang théng, hodng loan, trang thai 1lu 13n
+ Réi loan gidc ngd, rdi loan vi gidc, ngdt xiu (ngét)
+ Pdng td gidn rong (ddng t), rdi loan thi gidc, U tai (U tai)
* Rung téc -
Chay mau kinh nguyét qua nhidu
+ Kinh nguyét khéng déu
+ Gidm can
+ Tim dap nhanh
+ Sung canh tay hodc chan
+ Chay mau cam

Hiém gap (c6 thé &nh hudng dén 1 trén 1000
ngudi): + Hung hing, mat nhan cach, 3o giac
+ Tim dap cham
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Khéng biét (khéng thé udc tinh tan sudt tif dif 1iéu cé sin):

« Nong d6 natri trong mau gidm (cac triéu chung 1a cam thly ém yéu va khong khée
véi co bip yéu hodc bdi rdi)

+ Chéng mat khi ding day do huyét 4p thdp (ha huyét &p thé ding)

+ Xét nghiém chdic nang gan bdt thudng (tang lugng men gan trong mau)

.« Rbi loan van dong (chuyén dong khéng chi y cla cd)

+ DPau khi cudng clng (priapism)

+ DAu hiéu chdy mau nhiéu hon, vi du nhu chdy mau da va niém mac (badm mau)

+ Sung da hodc niém mac dét ngdt (phu mach)

. Tang tiét hormone ADH khién cd thé gif nudc va 1lam lodng mau, lam gidm lugng natri (tiét ADH
khéng thich hgp)

+ Dong slfa 8 nam gidi va phu nit khong cho con bu

+ Hung cam

* Nguy cd gay xuong tang 1én da dudc quan sat thay & nhiing bénh nhan ding loai thubc nay
thudc

« Thay d8i nhip tim (goi 1a “kéo dai khoang QT", thdy trén ECG, do hoat déng dién cla tim)

+ Chdy mdu am dao nhidu ngay sau khi sinh (xu&t huyét sau sinh), xem phan 'Mang
thai, cho con ba va khd nang sinh san' & phan 2 dé biét thém théng tin.

Ngoai ra, mdt sé tac dung phu dugc biét 1a x3dy ra vdi cac loai thubc c6 tac dung tuong ty nhu
escitalopram (thanh phan hoat chit cda Cipralex). D6 la:
+ van dong bdn chdn (akathisia)

+ An mit ngon

Bdo cdo tac dung phu
Néu ban gap bit ky tac dung phu nao, hdy néi chuyén véi bac si, dugc si hodc y td cda ban. Pidu nay bao gdm
b4t ky tac dung phu nao cé thé xdy ra khong dugc liét ké trong td roi nay. Ban ciling cé thé bao cédo tryc

tiép cac tac dung phy qua Trang web cda Chudng trinh Thé Vang: www.mhra.gov.uk/ yellowcard hoic tim kiém Thé

vang MHRA trong Google Play hodc Apple App Store. Bang cach bdo cdo cac tac dung phu, ban cé thé
gitp cung cép thém théng tin v& d6 an toan cda thubc nay.

S. Cach bdo quan Cipralex

Gitl thudc nay xa tdm mdt va tdm véi cua tré em.

Khong st dung thudc nady sau ngay hét han dugc ghi trén nhan hodc thing carton sau EXP. Ngay hét han
dé& cap dén ngay cudi cung cta thang dé.

Sau khi m&, thudc nén dugc s dung trong vong 8 tudn va bao quan & nhiét d6 dudi 25 C.

Pling vt bd bat ky loai thubc nao qua nudc thai hodc rdc thai sinh hoat. Héi dugc si cda ban cach vit

bd nhiing loai thudc ban khong con si dung. Nhiing bién phap nay sé& gilp bdo vé méi trudng.

6. N6i dung cla géi va théng tin khac

Cipralex chida nhiing gi

Hoat ch&t 13 escitalopram. M&i ml thubc nhé udng Cipralex chda 20 mg escitalopram
(dudi dang escitalopram oxalate).

1 giot chda 1 mg escitalopram.

Cac thanh phan khac 1a:
Propyl gallate, axit citric khan, ethanol 96%, natri hydroxit, nudc tinh khiét.
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Cipralex tréng nhu thé nao va ham lugng trong géi Thubc nhd

uéng Cipralex, dung dich dugc dung trong chai thdy tinh mau néu cé 6ng nhé giot chia 15 ml.

Thubc nhd ubng Cipralex 1& dung dich trong sudt, gin nhu khéng mau dén hoi vang.

Ngudi gidl gidy phép tiép thi
Coéng ty TNHH Lundbeck,

Nha Iveco,

budng Tram,

Watford,

Hertfordshire,

WD17 1ET,

vuong qubc Anh

Nha san xut H.
Lundbeck A/S
Ottiliavej

9 DK-2500 Valby
Pan Mach

T8 rdi nay dugc slia ddi 13n cudi vao thang 02/2023.
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