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Rx: Thudc bin theo don

Vién nén bao phim Sertraline hydrochloride

ZOSERT

Thanh phén:
Mbi vién nén bao phim ZOSERT 50 chika:
Hoat chat: Sertraline hydrochlorid teong duong véi sertraline 50 mg.

Ta duwoc: Dibasic calcium phosphat, cellulose vi tinh thé, tinh bot ngd, indigo carmin lake,
hydroxy propyl methyl cellulose, purified talc, magnesi stearat, colloidal anhydrous silica,
crospovidon, titan dioxid, polyethylene glycol 6000, nudc tinh khiét.

)
M&i vién nén bao phim ZOSERT 100 chika: / [ (\//

Hoat cht: Sertraline hydrochlorid tuong duong vdéi sertraline 100 mg.

Td dugc: Dibasic calcium phosphat (Dihydrate), cellulose vi tinh thé, tinh bot ngd, indigo
carmin lake, hydroxy propyl methyl cellulose IP ES premium, purified talc, magnesi stearat,
colloidal anhydrous silica, crospovidon, titan dioxid, polyethylene glycol, nuéc tinh khiét.

Dwgc lwe hoc:

Nhém dugc ly: Thude nhém thude tre ché chon loc tai hép thu serotonin (SSRI).

Ma ATC: NO6ABO06

Co ché tic dung:

Sertraline 12 mot chit tc ché manh va dic hiéu tai hap thu senotonin (5-hyroxyltryptamin, 5-
HT) & déu soi than kinh trén in vitro, diéu nay din dén sy ting cuong tac dung cua 5-HT &
dong vat. Thube tac dong rat yéu dén viée tai hip thu norepinephrine va dopamin & céc dau
soi than kinh. O liéu 1am sang, sertraline wrc ché su tai hép thu senotonin vao trong cac tiéu
cau & ngudi. Thude khong c6 tac dung kich thich, an than hay tic dung khang cholinergic hay
gdy doc trén tim & dong vat. Cac nghién ctru c6 kiém chimg & nhimg ngudi tinh nguyén binh
thudng cho thiy ring sertraline khong c6 tic dung an thdn va khong lam anh hudng dén kha
nang hoat dong tam than. Nho tac dung trc ché chon loc su tai hép thu 5-HT, sertraline lam
taing hoat tinh ctia hé catecholaminergic. Sertraline khong c6 ai luc vdéi cac thu thé hé
muscarinic (hé cholinergic), serotonergic, dopaminergic, adrenergic, histaminergic, GABA
hay benzodiazepine. Dung sertraline kéo dai & dong vét 1am giam céc thu thé norepinephrine
& ndo ciing nhu d duge bo céo & cac thube chbng trdm cam va chdng 4m anh c6 hidu qua
lam sang khac.

Sertraline dugc chimg minh 1a khong c¢6 nguy co gy lam dung thudc. Trong mdt nghién ciru
so sanh kha ning gy lam dung thudc giita sertraline, alprazolam va d-amphetamine & ngudi,
sertraline khong gay ra cac tic dung chi quan duong tinh, 1a ddu higu cua kha ning gy lam
dung thudc. Nguoc lai, kha ning giy thém thudc, sang khoai va lam dung thudc trén nhimg
d6i tuong dung ca alprazolam va d-amphetamine dugc danh gia 14 manh hon déng ké so voi
dung gia dugc. Sertraline khong gy ra cac trang thai kich thich va lo &u nhu d-amphetamine
hay c6 tac dung an thin va suy giam kha ning lam viéc tri 6c nhu alprazolam. Sertraline
khong c6 chirc nang nhur mét chét tang cudng hanh vi trén loai khi dudi ngin duoc huin luyén
dé tur dung cocaine, thudc cling khong ddéng vai trd nhu mgt chét kich thich su nhan biét nhu
d6i voi d-amphetamine hay pentobarbital & khi du6i ngin.
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Dwoc dong hoc:

Hip thu

O ngudi, véi lidu 50 - 200 mg/l?m/ngéy trong 14 ngay, nong d6 dinh trong huyét tuong cua
sertraline dat dugc khoang 4,5 dén 8,4 gitr sau khi udng. Thurc &n khong lam thay dbi dang ké
sinh kha dung cua vién nén sertraline.

Phén b

Khoang 98% luong thubc luwu thong trong tudn hoan lién két véi protein huyét tuong.

Chuyén héa

Phan 16n sertraline dwoc chuyén ho4 1an dau & gan.

Sertraline dugc chuyén héa qua nhiéu con dudmg bao gdm CYP3A4, CYP2C19 va CYP2B6.
Trong in vitro, sertraline va chit chuyén ho4 chinh desmethyl sertraline ciing la co chét cua P-

glycoprotein. é(é
Thai true /

Ntra doi thai trir trung binh cua sertraline khoang 26 gio (tir 22 - 36 gid). Véi nira doi thai trir
cudi cing nay giy ra su tich lily thudc cao gip khoang 2 1an, din dén ndng d6 thudc trong
huyét twrong dat trang thai n dinh mot tudn sau khi ung sertraline mdi ngay mot lan. Nira doi
thai trir cia N-desmethyl sertraline nim khoang 62-104 gid. Sertraline va N-desmethyl
sertraline déu bi chuyén hoa phan lén & trong co thé ngudi va cac chit chuyén ho4 thai trir
chi yéu duéi dang qua phan va qua nuéc tiéu véi luong xp xi ngang nhau. Chi mot luong rat
nho (dudi 0,2%) sertraline thai trir qua nude tiéu dudi dang khong doi.

Tinh tuyén tinh/Khong tuyén tinh vdi liéu

Sertraline c6 dic tinh duoc dong hoc phu thudc theo lidu trong khodng tir 50 dén 200 mg.

Dwogc dong hoc trén nhom bénh nhan dic biét

Tré em bj roi loan dm anh cwdng birc

Céc dac tinh vé& dugc dong hoc cua sertraline da dugc bdo cdo & tré em 6 — 12 tudi va thanh
thiéu nién tir 13-17 tudi. Bénh nhan duoc diéu chinh liéu 1én dén lidu t6i da 200 mg/ngay duy
tri t6i 32 tudn cho ca lidu khoi dau 25 mg sau d6 tang dan hodc lidu khéi dau 50 mg va ting
lidu dan. Thube duge dung nap tuong tu voi phac do didu tri liéu 25 mg va 50 mg.

O trang thai 6n dinh véi liéu 200 mg, nong do sertraline huyét twong & nhém 6-12 tudi cao
hon véi nhém 13-17 tudi khoang 35% so va cao hon 21% so véi ngudi 1én. Khong 6 su khac
biét dang ké giita nam va nit vé& do thanh thai cua thudc. Khuyén cdo nén diéu tri véi liéu khoi
dau thép 25 mg va kém theo budc diéu chinh liéu cho tré em, dic biét tré em c6 trong luong
co thé nhe dé tranh ndng do thudc qua cao trong huyét trong. Thanh thiéu nién c6 thé duoc
diéu chinh liéu nhu nguoi 16m.

Thanh thiéu nién va nguoi cao tudi

Pic tinh vé& duoc dong hoc & thanh thiéu nién hay nguoi cao tudi khong khac biét dang ké so
v6i & ngudi 16m tré tudi (18 - 65 tudi).

Bénh nhan suy gan

O bénh nhan c6 tén thuong gan, nira doi thai trir cua sertraline bi kéo dai va AUC ting gép 3
14n (xem muc Liéu dung, cach ding va Canh béo, than trong).

Bénh nhan suy than

Khong c6 su tich liiy sertraline déang ké trén bénh nhén suy than vira dén nang.
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Dugc ly hoc hé gen

Nong do sertraline trong huyét tuong cao hon khoang 50% & nhém ngudi chuyén hoa chdm
(12 nhitng ngudi c6 enzym CYP2C19 chuyén héa kém) so voi nhém ngudi chuyén héa nhanh.
Boi vi ¥ nghia vé mat 1am sang chua dugc rd, bénh nhan cin phai dugc didu chinh lidu dua
trén dap img lam sang.

Chi dinh:

Sertraline duoc chi dinh trong diéu tri cac bénh sau:

- C4c chimg bénh trdm cam. Ngan ngira sy tai phat ciia bénh trdm cam.
- Réi loan hoang s¢ kém hodc khong kem theo chirng s¢g dam dong.

- R6i loan 4m anh cudng birc & ngudi 16n va tré em tir 6-17 tudi.

- Réi loan lo 4u xa hoi (rdi loan 4m anh x3 hoi).

- Réi loan tam 1y sau chin thuong. /aéé

Liéu lwong va cach sir dung:

Liéu ding

Diéu tri khéi diu:

Bénh tram cam va réi loan am anh cudng birc

Piéu tri véi sertraline nén dugc dung véi lidu 50 mg/ngay.

Réi loan hoang so, réi loan tém ly sau chén thuwong va réi logn dm anh xa hoi

Nén bit dau diéu tri v6i lidu 25 mg/ngdy. Sau mot tudn, phai ting liéu lén thanh 50
mg/lﬁn/ngf‘iy. Li,e“:u dung nay da duqc ching {ninh lam giam dwoc tin suét c’éc tac dung khong
mong muodn xuat hién & giai doan dau cua di€u tri, 1a dic trung cta chimg roi loan hodng sg.
Diéu chinh liéu:

Bénh tram cam, réi loan dm anh cuong b, réi loan hoang so, réi logn ém anh xa hoi va réi
loan tam 1y sau chdn thirong
Céc bénh nhan khong dap tmg véi liéu 50 mg co thé thu dugc két qua t6t khi tang lidu didu
tri. Su thay dbi lidu nén dugc tién hanh & giai doan diéu tri véi liéu 50 mg véi khoang céch it
nhit 14 1 tuln, c6 thé ting 1én dén muc t6i da 200 mg/ngay. Su thay ddi liéu khong nén duoc
tién hanh thuong xuyén nhiéu hon 1 14n 1 tudn do nira doi thai trir ctia sertraline 12 24 gio.
Téc dung diéu tri thudng biéu hién trong vong 7 ngay. Tuy nhién, théng thuong can thiét c6
khoang thoi gian dai hon dé c6 dwoc dap ung didu tri 1 rang, dic biét trong chimg bénh rbi
loan 4&m anh cudng buc.
Liéu duy tri:
Liéu dung trong qué trinh diéu trj lau dai nén dugc duy tri & liéu thap nhét c6 hiéu qua, sau d6
diéu chinh liéu phu thudc vao dép ung diéu tri.
Bénh trém cam
Pidu tri kéo dai @& d& phong su tai phat ciia bénh trAm cam. Trong hau hét céac truong hop,
lidu khuyén céo dé ngan ngira sy tai phat ctia bénh trim cam giéng nhu lidu dang diéu trj hién
tai. Bénh nhén trAm cam nén dugc diéu tri trong thoi gian du it nhét 6 thang dé dam bao khoi
bénh va dé phong nguy co tai phat.
Réi loan hoang so va réi loan dm anh cudng birc
Cén phai danh gié loi ich cta thudc khi dung thudc kéo dai & bénh nhan réi loan hoang s¢ va
rdi loan 4m anh cudng birc dinh ky, vi chua biét thoi gian t61 wu dung thudc dé phong ngira tai
phat cho nhimg rbi loan nay.
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Nguwoi cao tudi

Nén can than trong viéc diéu chinh lidu & ngudi cao tudi vi cb nguy co xay ra ha natri huyét
(xem muc Canh béo va Thén trong).

Bénh nhan suy gan

Dung than trong sertraline & bénh nhén suy gan. Nén ap dung liéu thdp hon hoic ting khoang
céch gifta céc lieu & bénh nhan suy gan. Khong nén st dung sertraline trong trudng hop bénh
nhan suy gan nang vi khong c6 dit liéu 14m sang sin c¢6 (xem muc Canh bao va Than trong).
Bénh nhéan suy than

Khoéng can diéu chinh liéu cho bénh nhan suy than (xem muc Canh béo va Than trong).

Tré em

Tré em va thanh thiéu nén bi ri loan 4m anh cudng bic. / [ ([/
13-17 tudi: lidu khoi dau 50 mg/lan/ngay. =
6-12 tudi: lidu khoi dau 25 mg, ngay dung 1 1an. C6 thé tang lidu 1én 50 mg/lan/ngay sau 1
tuan diéu tri

Trong trudng hop bénh khong cai thién vai liéu 50 mg/ngdy, ctr sau it nhit 1 tudn co thé ting
thém 50 mg/ngay (tré em tir 6-12 tudi ting 25 mg) néu can cho dén liéu téi da 200 mg/ngay.
Tuy nhién, nhin chung, do trong lugng co thé & tré em nhe hon so véi & ngudi 16n, vi vay nén
xem xét trudce k‘hi tang lidu vuot trén 50 mg. Thoi gian giita cac 1an diéu chinh liéu khong
dugc it hon 1 tuan.

Chua c6 bdo céo hi¢u qua trén tré em bi trAm cam.

Khoéng c6 dir 1iéu nghién ctru trén tré dudi 6 tudi (xem muc Canh bao va Than trong).

Cach dung

Sertraline dung 1 ngay/l1an vao budi sang hodc budi chiéu.

Thudc c6 thé udng ciing hay khong cung véi thirc n.

Hdi chirng cai thuoc khi ngirng diéu tri véi sertraline

Nén tranh viéc dung didu tri dot ngot. Khi ngimng didu tri v6i sertraline, nén giam dan liéu
thubc trong khoang thoi gian it nhit 1 dén 2 tudn dé 1am giam rui ro xudt hién cac phan img
khi ngimg thudc. Néu khong thé chiu dung dugc cac triéu chimg sau khi giam lidu hay khi
ngung diéu tri, nén can nhic dung lai thubc véi liéu ké toa trude day. Sau d6, bac sy co thé
tiép tuc giam liéu nhung véi ti 1é giam tir tir.

Chong chi dinh:

Man cam vdi sertraline hay véi bat ky thanh phin nao cia thudc.

Chéng chi dinh sir dung dong thoi sertraline & cac bénh nhan dang didu tri véi cac thude e
ché MAO vi nguy co xay ra hoi chimg serotonin véi céc triéu ching nhu kich dong, run va
tang than nhiét. Vi vay, khong nén dung sertraline trong it nhit 14 ngay sau khi ngung diéu tri
v6i thube tre ché MAO. Tuong tu, phai ngung ding sertraline it nhat 7 ngay trudc khi bit dau
didu trj vé6i cac thude e ché MAO.

Str dung ddng thoi véi cac thude pimozide (xem muc Tuong tac thubc).

Canh bao va than trong:

Hpi chirng serotonin (SS) hay hji chitng dc tinh thudc an thin kinh (NMS)

Su tién trién cua cac hdi chimg c6 kha niang de doa dén tinh mang nhu hoi chimg serotonin

(SS) hay hgi chimng &c tinh thudc an than kinh (NMS) d dugc bao cdo khi dung céac thubc e

ché chon loc tai hdp thu serotonin (SSRIs), trong d6 c6 sertraline. Nguy co gap phai hoi
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chimg serotonin (SS) hay hdi chimg 4c tinh thudc an than kinh (NMS) khi dung céc thude
SSRIs ting 1én khi sir dung ddng thoi cac thude téc dong lén hé serotonergic (bao gdm thube
chdng trdm cam khéc, triptans) vé6i cac thudc lam giam sy chuyén hoa serotonin (bao gdm céc
thuéc e ché MAO, nhu xanh methylene), cac thuc an thdn va cac thudc ddi khéng
dopamine, nhém thudc opiate. Nén theo ddi su xuit hién céc triéu chimg va diu hiéu cua hoi
chimg serotonin (SS) hay hdi chimg 4c tinh thudc an than kinh (NMS) & bénh nhan (xem muc
Chéng chi dinh).

Chuyén doi giita cdc thudc irc ché chon loc tdi hip thu serotonin (SSRIs), cdc thudc chong
trim cam hodc cdc thudc chong am anh.

C6 rat it cac nghién ctru c6 kiém chimg vé thoi gian t6i wu cho viée chuyén ddi diéu trj tir cac
thubc trc ché chon loc tai hép thu serotonin (SSRIs), cac thude chéng trdm cam hodc cac
thubc chéng 4m anh khéc sang sertraline. Nén theo ddi va c6 cac danh gia than trong khi thay
dbi thude, dac biét 1a tir cac thude c6 tac dung kéo dai nhu fluoxetin.

Cic thuéc tic dpng trén hé serotonergic khdc nhuw tryptophan, fenfluramine va thuoc c
van 5-HT
Dung dong thoi sertraline véi cac thude khac lam tang cudng tac dung dan truyén thah kifth
trén hé serotonergic nhu tryptophan, fenfluramin, cac chat chii van 5-hydroxy tryptamin (5-
HT), hodc thudc thao duge nhu St. John’s wort nén dugc tién hanh cin than va nén tranh bat
ctr khi nao c6 thé duge, do ¢6 nguy co tuong tac vé duge luc hoc.

Hpi chitng QT kéo dai/Xoin dinh

Céc truong hop QT kéo dai va xodn dinh di dugc bao cdo trong qué trinh str dung thudc sau
khi sertraline luru hanh. Phan 1én cac béo cdo xay ra & bénh nhan c6 cac yéu t nguy co khac
vé QT kéo dai/xodn dinh. Vi vdy, nén sir dung than trong sertraline trén bénh nhan c6 cac yéu
t nguy co vé khoang QT kéo dai.

Triéu chirng hung cam/ hung cim nhe
Tri¢u chimg hung cam/hung cam nhe dugc bdo céo vai ty 1€ nho trén bénh nhan dugc diéu tri
bang cac thudc chdng trdm cam va cac thudc chéng am anh khac trén thi truong, bao gdm
sertraline. Vi vy, nén s dung cén than sertraline & nhimg bénh nhén c6 tién st hung
cam/hung cam nhe. Can phai c¢6 su giam sét chit ché ctia bac s§. Phai ngimg diéu tri sertraline
khi bénh nhén bi hung cam.

Téam than phan lit

Céc triéu chimg loan than c6 thé tré nén trAm trong hon & bénh nhén tim than phan liét.

Con co gidt

Céc con dong kinh c6 thé xuat hién trong khi diéu tri véi sertraline: nén tranh dung sertraline
cho céc bénh nhan bi dong kinh khong 6n dinh, d6i véi cac bénh nhan dong kinh daiduoc
kiém soéat nén dugc theo ddi cin than. Nén ngumg s dung sertraline & bét ki bénh nhan ndo bi
co giat.

Ty sdt/co y twong tw sdt/co ging tw sdt hay tinh trang lim sang xdu di
Tram cam c6 thé 1am gia ting nguy co ¥ tudng tu sat, tu gdy ton thuong va tu st (cac bién ¢
1én quan dén tu sat). Nguy co nay c6 thé kéo dai dén khi c6 dugc su thuyén giam dang ké, vi
su cai thién c6 thé khong xay ra trong vai tuan dau tién clia qua trinh diéu tri hodc kéo dai
hon, nén can giam sat chat ch€ bénh nhéan cho dén khi c6 su cai thién. Dir liéu 1am sang chimg
minh ring nguy co tu sat c6 thé ting 1én trong giai doan dAu cta qué trinh hdi phuc bénh.
Nguy co céc bién chimg lién quan dén tu sat c6 thé tang 1én & cac bénh tdm than khéc khi
dang diéu tri bang sertraline. Ngoai ra, bénh trAm cam c6 thé xudt hién & bénh nhan bi cac
" bénh t4m than nay. Pi c6 bao cio vé nhitng diu can than trong khi dang diéu tri cho bénh
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nhén bi trAm cam, va vi vay nén than trong khi dang diéu tri cho bénh nhan rdi loan tdm than
khéc.

Tét ca cac bénh nhan c6 tién st v& cac bién chimg lién quan dén tu sat, hodc nhimg ngudi c6
biéu hién suy nghi tu sat & muc do dang ké trude khi bat dau diéu tri voi sertraline déu duoc
xem la c¢6 nguy co cao d& dan dén c6 y tuong tu sat hodc cd ging tu sat, do viy nhitng bénh
nhan nay phai duoc gidm sit va theo ddi chat ché trong qua trinh diéu tri. B4o cdo phan tich
tong hop tir cac thir nghiém 14m sang dbi chimg gia duoc vé thude chéng trAm cam & ngudi
16n bi rbi loan tdm than cho thdy ting nguy co hanh vi tu sat & nhém dung thudc chéng trAm
cam so v6i nhom gia duge & bénh nhan dudi 25 tudi.

T4t ca cac bénh nhan dang diéu tri béng thudc trdm cam phai dugc giam sét va theo doi chat
chg, dac bi¢t 1a trén bénh nhéan cé nguy co cao dé phat hién tinh trang 1am sang x4u di, c6 y
tudng hay hanh vi tu sat va hanh vi thay d6i bat thuong trong thoi gian bit dau diéu tri va
trong thoi gian diéu chinh liéu. Néu nhimng tridu chimg nay xudt hién, can tim dén su hd tro y

té ngay lap tirc. 7,
Tré em 'ﬁ&

Khong sir dung sertraline cho tré em va thanh thiéu nién duéi 18 tudi ngoai trir truérng' hop tré
em tir 6-17 tudi bi réi loan 4m anh cudng birc. Trong nghién ctru 14m sang, cac hanh vi lién
quan dén tu sat (nhu ¢b ¥ tu sat va ¥ tudng tu sat), va sy thit hin (hanh vi tiéu cuc, hanh vi déi
1ap va tirc gian) duge bao cdo v6i tin sudt nhiu & tré em va thanh thiéu nién dugc didu tri voi
thubc chbng trdm cam so véi nhitng ngudi ding gia dwoc. Néu dua trén nhu cau 14m sang bét
budc phai diéu tri v6i sertraline, nén theo ddi bénh nhén cin than dé phét hién céc tri¢u chimg
tw sat. Hon nita, hién nay chua biét tinh dung nap lau dai cta thudc & tré em va thanh thiéu
nién lién quan dén ting trudng, phat trién va truéng thanh, nhan thirc va ing xir. Mot vai
truong hop chdm phat trién va day thi muodn di dugc béo cdo sau khi thudc duge luu hanh
trén thi trudng. Su lién quan vé 14m sang va nguyén nhan van chua rd rang. Néu tré em phai
diéu tri trong thoi gian dai, bac si phai theo d5i bénh nhan dé phat hién nhimg bit thudong
trong su ting truéng va phat trién cua tré.

Gidm natri huyét

Giam natri huyét c6 thé xay ra do diéu tri bing cac thudc trc ché chon loc tai hip thu serotonin
(SSRIs) hay céc thudc trc ché tai hip thu serotonin-norepinephrin (SNRIs), trong d6 bao gdm
sertraline. Trong nhiéu trudng hop, giam natri huyét 12 do hoi chimg tiét hormone khang niéu
khong phit hop (SIADH). Pa c6 nhitng béo cédo mirc natri trong huyét thanh thdp hon 110
mmol/l.

Ngudi cao tudi cé nguy co giam natri huyét cao hon khi ding céc thudc tc ché chon loc tai
hép thu serotonin (SSRIs) va cac thudc trc ché tai hap thu serotonin-norepinephrin (SNRIs).
Nhimg bénh nhan dung thudc loi tiéu hoc bi giam thé tich ciing c6 thé giip nguy co cao hon.
Nén xem xét ngumg sertraline & nhimg bénh nhan ¢6 triéu chimg giam natri huyét va tién hanh
phuong phap diéu tri phit hop. Cac d4u hidu va tridu ching ctia giam natri huyét bao gdm dau
dau, kém tp trung, giam tri nhé, 14 1an, yéu co va khong vimg d& ngi. Céc déu hidu va triéu
chimg niing hon va/hodc cip tinh hon gdm ao giac, ngt, co giat, hon mé, ngimg thd, va tir
vong.

Hpi chirng cai thudc thuwong gdp khi ngieng diéu tri vdi sertraline.

Céc triéu chung cai thuc thudong gip khi ngimg thudc, ddc biét 1 khi ngimg dot ngdt (xem
muc Tac dung khong mong mudn). Mot sé nghién ciru cho thiy trong sb cc bénh nhan dugc
didu tri vé6i sertraline, ti 1& xuét hién cac phan ung cai thube 1a 23% trén nhiing bénh nhan
ngimg diéu tri véi sertraline va 12% trén nhitng bénh nhan tiép tuc diéu tri bang sertraline.
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Nguy co xuat hién céc triéu chimg cai thuc phu thudc vao mot sb yéu t6 bao gém thoi gian
diéu tri, liéu diéu trj ciing nhu ty 1& giam lidu. Nhimng triéu chimg thudng gdp la: cam giac
chong mit, réi loan cam giac (bao gbm di cam), ri loan gidc ngu (ké ca mat ng va nhimng
con ac mong), kich thich, lo au, budn ndn va/hodc ndn, run va dau dau. Noéi chung céc triéu
chimg ndy thudng nhe dén trung binh. Tuy nhién, & mot s& bénh nhan c6 thé xut hién véi
mitc d nghiém trong. Tri¢u chimg thudng xudt hién trong vai ngay dau sau khi ngung diéu
tri, 6 rat it cac béo céo vé céc tridu chimg tuong tu xay ra & nhimg bénh nhan v6 y quén
udng 1 lidu thube. N6i chung, céc tridu chimg nay tu khoi va thuong hét trong vong 2 tudn,
mic du & mot sb ngudi c6 thé kéo dai (2-3 thang hogc hon). Do d6, nén giam dan lidu trong
vai tudn hodc vai thang tily theo nhu cAu cuiia bénh nhan khi ngimg diéu tri véi sertraline.

Hpi chirng dieng ngoi khong yén

Str dung sertraline c6 thé gdy hoi chung dung ngdi khong yén, triéu ching 13 bdn chdn kho
chiu, budn phién va can phai di chuyén thuéng xuyén, khong thé ngéi hay dimg yén. Triéu
ching thu‘orng xudt hién trong vai tudn didu tri. O bénh nhén c6 tién trién nhimg triéu chimg
nay, tang liéu c6 thé gy hai. vy
Bénh nhan suy gan ((/
Trong co thé, sertraline duoc chuyén hoa phé‘m 16n tai gan. Mot nghién ciru vé dugc dong hoc
sir dung da lidu & cac ddi tuong bi xo gan nhe va 6n dinh da cho théy thoi gian ban thai thude
kéo dai va dién tich dusi dudong cong (AUC) va ndng do dinh trong huyét trong (Cmax) ting
1én khoang gip 3 1an so véi cac dbi tuong binh thuong. Khong c6 su khéc biét dang ké vé su
gin két protein huyét twong dugc quan sat giita hai nhom nghién ctru. Nén khéi déu than
trong khi sir dung sertraline & cic bénh nhan bi bénh gan. Nén str dung liéu thdp hon hoac
giam sd 1an udng thudc & cac bénh nhén bi suy gan. Khong sir dung sertraline cho ngudi bi
suy gan ning (xem muc Liéu dung va Cach dung).

Bénh nhan suy than

Phén 16n sertraline bi chuyén hoa trong co thé, chi mot lugng nhé & dang khong bién ddi
dugce thai trir qua nudce tiéu. Trong cac nghién ciru & cac bénh nhan c6 muc do suy than tir nhe
dén vira (46 thanh thai creatinin 30-60 ml/phut) hodc tir vira t&i ning (d thanh thai creatinin
10-29 ml/phut), cac thong s6 dugc dong hoc khi stir dung da lidu sertraline (dién tich duéi
duodng cong trong 24 gio (AUCy.,4 hodc ndng d6 dinh trong huyét twong (Cmax)) khong khéc
biét déang ké so v6i nhom ddi ching.

Ntra dori thai trir tuong tu va khong c6 su khac biét vé mirc do gén két véi protein huyét trong
& tAt ca cac nhom nghién ciru. Nghién ctru nay chi ra ring, do sertraline it dugc thai trir qua
than, nén khong bt budc phai diéu chinh liéu ding dwa trén mirc do suy than.

Nguwoi cao tudi

Béo c4o trén 700 bénh nhén 16n tudi (> 65 tudi) tham gia vao nghién ciru lam sang cho thay
céc dang va ty 1 tac dung khong mong mubn & ngudi cao tudi tvong ty nhu & bénh nhan tré
tudi.

Tuy nhién, cac thuéc SSRIs hodc SNRIs bao gdm sertraline c6 lién quan vé mit y nghia lam
sang dén céc truong hop ha natri huyet & bénh nhan cao tudi, 1a nhung ngudi cd nguy co cao
xudt hién tac dung khong mong mudn nay (xem muc Ha natri huyét trong Canh béo va Than
trong).

Ddi thdo duwong

O nhimg bénh nhan dai thdo dudomg dugc diéu tri v6i thudc e ché chon loc tai hép thu
serotonin (SSRI) c6 thé lam thay ddi kiém soat duong huyét. Do d6 can theo di cac déu hiéu



va tridu chimg ,thay’déi duong huyét & nhimg bénh nhén ndy dé diéu chinh liéu insulin
va/hoic cac thude chong dai thao dudomg néu can thiét.

Liéu phdp séc dién

K’héng c()‘béo cdo nghién ciru lam sang vé, kha nédng hinh thanh nguy co hay lgi ich trong viéc
két hgp dong thoi sertraline va li€u phéap soc dién.

Nudérc buoi

Khong ubng sertraline v&i nude budi (xem muc Tuong tac thubc).

Thir nghiém sang loc dinh gid nwéc tiéu

Da c6 nhiing bédo céo duong tinh gid véi cac benzodiazepine trong cac thir nghiém sang loc
danh gid mién dich nuéc tiéu & cac bénh nhan dang ubng sertraline. Didu nay 1a do su thiéu
déc hi¢u cua cac thir nghiém sang loc.

Sau khi ngimg diéu tri véi sertraline, két qua thir nghiém duong tinh gia c6 thé xay ra trong
vai ngay. Thir nghiém xéc nhan nhu sic ky khi/sic ky khdi phd s& gitp phan biét sertraline

V31 céc benzodiazepine. //d{
l/l/ ,
Glaucoma géc dong g

Céc thude e ché chon loc tai hip thu serotonin (SSRIs) nhu sertraline c6 thé anh hu'/(’mg lén
kich thude dong tir 1am gidn ddng tir. Tac dung lam gidn ddng tir nay c6 thé gay hep gbc mit
din dén tang 4p luc ndi nhan va glaucoma géc déng, dic biét trén bénh nhan c6 khuynh
hudéng trude do. Vi thé, sertraline nén dugc st dung than trong trén bénh nhéan bi glaucoma
goc déng hay c6 tién sir glaucoma.

Phu nir cé thai

Chua c6 cac nghién ctru day di va cé kiém ching & phu nit mang thai. Tuy nhién, mot sb
lwong dang ké cac dir liéu khong cho thdy biang chimg cuia su khoi phat cac di tat bAm sinh do
dung sertraline. Cac nghién ctru trén dong vét cho thiy c6 bang chimg vé nhimg anh hudng
1én su sinh san, nguyén nhan c6 thé do doc tinh & me gay ra bai tac dong cua thudc va /hoic
thudc c6 tac dong truc tiép 1én bao thai.

Viéc sir dung sertraline trong thoi ky mang thai da dugce bdo céo 1a gy ra céc triéu chimg, &
mot sb tré so sinh c6 me di dung sertraline xuét hién cac triéu ching giéng véi hdi chimg cai
thudc. Hién tuong nay ciing thiy khi dang dung cac thudc chéng trAm cam loai trc ché chon
loc tai hap thu serotonin khac. Khong khuyén céo dung sertraline cho ngudi mang thai, trir khi
loi ich dbi véi me vuot nguy co tiém 4n ddi vai thai nhi.

Céc tré so sinh phai duoc theo ddi cin than trong trudng hop dung sertraline cho me & giai
doan sau, dac biét trong 3 thang cudi. Khi nguoi me dung sertraline & giai doan sau, tré so
sinh thudng xuét hién cac tridu chimng: suy ho hép, chimg xanh tim, ngimg thd, co giat, than
nhiét khong én dinh, b kém, nén mira, giam glucose huyét, tang truong luc co, giam truong
luc co, tang phan xa gan xuong, run, bdn chon lo léng, cau kinh, hon mé, khoc lién tuc, ngu
ga va kho ngi. Nhimg triéu chimg nay c6 thé do tic dung cua serotonin hogc ctia hdi ching
cai thudc. Trong da s truong hop, céc triéu chimg xudt hién ngay hodic mot thoi gian sau (<
24 gi0) sau khi sinh.

Céc sb lidu dich & hoc cho théy viéc st dung céc thudc chdng trdm cam loai trc ché chon loc
tai hép thu serotonin khac SSRIs trong thai ky, dic biét vao cudi thai ky, c6 thé 1am ting 4p
phéi dai ding & tré sinh (PPHN). Nguy co 1a khoang 5 trudng hop trén 1000 trudong hgp mang
thai. Xét trén tong thé chung, trong 1000 truong hgp mang thai c6 1-2 trudng hop xay ra
PPHN.

\ Al

-



Phu nit cho con bu

Dit lidu bdo céo vé ndng do sertraline trong sira me cho thdy ring mot lugng nho sertraline va
chit chuyén hoa N-dimetyl sertraline dugc bai tiét ra sita. Cac nghién ctru riéng biét trén mot
sd it cac ba me dang cho con bu va nhilng dia con ctia ho da cho thiy ring ndng do cua
sertraline & trong huyét trong dira bé 1a khong dang ké hay khong thé phét hién dugc, méac du
ndng do cua sertraline trong sita 16n hon & trong huyét thanh ngudi me. Cho dén nay, khong
c6 tac dung khong mong mudn nao déi véi sirc khoé cua tré so sinh dugc & ngudi me sir dung
sertraline dugc bdo c4o nhung khong thé loai trir nguy co nay. Tuy nhién, khong khuyén cdo
str dung sertraline & céc ba me dang cho con bu trir khi ¢6 sy dédnh gid k§ cang cia béc si ring
loi ich diéu tri mang lai 16n hon nhimg rtii ro ¢6 thé cé.

Kha ndng sinh sdin

Dit liéu bao cdo trén dong vét cho thiy c6 anh hudng cua sertraline 1én cac thong sb sinh san.
Céc bao cao & bénh nhan diéu tri véi mot vai thuée SSRI cho théy r?mg anh huong dén chat

lwong tinh tring c¢6 thé hdi phuc duge. "
Hién nay van chua c6 béo cdo vé tac dong ca thudc dén su sinh san cua nguoi. /{é(&
Anh hwéng lén kha ning ldi xe va vin hanh mdy méc /
Céac nghién ctru dugce ly hog lam sang da chung minh’réng sertraline khong c6 anh hudng trén
kha nang hoat dong tam tl}én. Tuy nhién, v’i cég: thu(‘),c huéng thin néi chung c6 thé lam suy
g1am kha nang lam viéc veé tri tu¢ hay co bap can thiét cho nhitng cdng viéc ¢ nguy co tiém
an cao nhu lai xe hay vén hanh may méc. Theo dd, bénh nhan nén dugce canh bao vé diéu nay.

Twong tic thudc:

Chéng chi dinh:

Céc thudc tic ché MAO

Thuéc tkc ché MAO khéng hoi phuc (nhue selegiline)

Khong dugce str dung sertraline phdi hop cliing véi cac thude e ché MAO khong hdi phuc nhu
selegiline. Khong nén bit dau diéu tri vdi sertraline trong it nhit 14 ngay sau khi ngimg diéu
tri voi céc thude trec ché MAO khong hdi phuc. Twong tu, phai ngung ding sertraline it nhét 7
ngay trude khi bt dau didu trj véi cac thude wrc ché MAO khong hdi phuc.

Thuédc trc ché MAO-A chon loc c6 héi phuc (moclobemide)

Béi vi nguy co xay ra hdi chimg serotonin, khong nén két hop diéu tri sertraline véi cac thude
trc ché MAO chon loc c6 hoi phuc nhu moclobemide. Néu dang diéu tri b?mg cac thudce trc
ché MAO c6 hdi phuc, phai dimg thudc nay it nhat 14 trudc khi bt dau diéu tri sertraline.
Phai ngung dung sertraline it nht 7 ngay trudc khi bét diu diéu tri v6i cac thude e ché MAO
nay.

Thubc tkc ché MAO khéng chon loc c6 héi phuc (linezolid)

Linezolid 12 khang sinh c6 tac dung trc ché MAO khong chon loc c6 hdi phuc yéu, khong nén
cho bénh nhan diéu tri ddng thoi véi sertraline.

Pimozide

Thir nghiém ding két hop sertraline véi pimozide liéu don & ndng d9 thap (2mg) ching minh
¢6 su gia tang ndng dd pimozide khoang 35%. Viéc tang ndng do nay khong lién quan dén su
thay dbi ECG. Mic du co ché cua su tuong tac nay chua dugc bdo cdo nhung do pimozide co
chi s diéu tri hep nén chdng chi dinh két hop pimozide véi sertraline

Céc tac dung khong mong mudn nghiém trong da dwgc ghi nhan & nhitg bénh nhan gan day
d3 ngung dung thudc rc ché MAO (vi du xanh methylene) va bét dau diéu tri voi sertraline,
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hodc gan ddy dd ngimg diéu tri bang sertraline truéc khi bét ddu dung thude e ché MAO.
Nhitng tac dung nay bao gdm run, rung giat co, hoai ttr, budn nén, non, ndéng bung mét, chong
mit va tdng than nhiét v6i céc tridu chimg giéng nhu hdi ching an than kinh é4c tinh, co giat
va tlr vong.

Khuyén cio khong ding dong thoi sertraline véi cdc thude sau:

Céc thudc trc ché than kinh trung wong va ruou

Ding dong thoi sertraline 200mg/ngay khong lam tang tac dung cua rugu, carbamazepine,
haloperidol ho#c phenytoin 1én kha ning nhén thitc va hoat dong tdm than & cac dbi tugng
tinh nguyén khoé manh, tuy nhién khong khuyén cao dung ddng thoi sertraline véi ruou.

Céc thudce tac dong 1én hé serotonergic

Nén thén trong dung sertraline véi fentanyl (dung trong gy té toan than hodc diéu tri chimg
dau kinh nién), c4c thudc tic dong 1én hé serotonergic khéac (ké ca cac thubc chdng trdm cam

Than trong ddc biét

Thubc gay kéo dai khoang QT

Tang nguy co QT kéo dai va/hodc xodn dinh khi ding ddng thoi sertraline voi nhitng thude
gay kéo dai khoang QT (vi du nhu mot s6 thudc chéng loan thin va khang sinh).

Lithium

serotonergic khéc, thudc triptans) va véi cac thude giam dau nhém opiate khac. /(@
-

Céc nghién ciru trén nhitng ngudi tinh nguyén binh thudng cho thdy ring ding ddng thoi
sertraline véi lithium khong 1am thay ddi dang ké duoc dong hoc cua lithium, nhung giy ting
ty 1& bénh nhan bi run rdy so véi nhém dung gia dugce, diéu nay cho thiy rang c6 kha ning c6
tuong tac vé mat duoc luc hoc giira hai thudc nay. Nén c¢6 céc bién phap theo ddi thich hop
khi str dung ddng thoi sertraline v6i céc thude nhu lithium.
Phenytoin
M5t nghién ciru ¢ kiém chimg bang gia duoc & nhitng ngudi tinh nguyén binh thudng cho
thdy rang sir dung lau dai sertraline 200mg/ngay khong gy trc ché mot cach c6 y nghia 1am
sang 1én su chuyén hoa cua phenytoin. Tuy nhién, mdt s6 bao céo c6 d& cap dén su phoi
nhidm phenytoin cao trén nhimg bénh nhan dung sertraline, vi vay khuyén cdo nén theo di
ndng do cua phenytoin trong huyét twong khi khoi déu diéu tri véi sertraline va diéu chinh
lidu cua phenytoin cho phu hgp. Thém vao d6, st dung ddng thdi véi phenytoin co thé 1a
nguyén nhan gy giam ndng do sertraline huyét twong. Ciing khong thé loai trir cac thudc gay
cam ung enzyme CYP3A4 khac nhu phenobarbital, carbamazepine, St John's Wort,
rifampicin c6 thé 1am giam ndng do trong sertraline huyét tuong.
Triptans
Hién ¢4 rat it béo cdo sau khi thudc luu hanh trén thi trudng vé cac trudng hop bénh nhan suy
nhuoc, ting phan xa, mét kha nang diéu hoa, 1a 14n, lo léng va kich dong sau khi sir dung
sertraline va sumatriptan. Mot vai du hiéu cua hoi chimg serotonergic ciing c6 thé xuét hién
khi dung sertraline véi cac san phim khac cting loai (triptans). Can c6 cac bién phép theo di
bénh nhéan thich hop va bao dam vé mat 1am sang néu bat budc phai diéu tri phdi hop
sertraline va triptans.
Warfarin
Ding ddng thoi sertraline 200mg hang ngdy véi warfarin giy ting nhe thdi gian prothrombin
nhung c6 ¥ nghia théng ké, c6 thé trong mot s6 truomg hop hiém hoi didu nay giy mét can
bang gia tri INR.
Theo d0, thoi gian prothrombin nén dugc theo déi cén than khi bét ddu hay két thiic didu tri
véi sertraline.
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Céc tuong tac thude khac, digoxin, atenolol, cimetidine

Ding ddng thoi sertraline voi cimetidin gdy giam dang ké do6 thanh thai cua sertraline. Y
nghia 14m sang ctia nhitng sy thay dbi nay van chwa dugc biét. Sertraline khong c6 anh huong
1én kha nang trc ché thy thé beta-adrenergic cua atenolol. Khong thdy c6 twong tic xay ra giita
sertraline liéu 200mg hang ngay véi digoxin.

Thudc anh huong dén chirc ndng tiéu cau

Duing dong thoi cac thude tac dung 1én chire nang tiéu cau (vi du NSAIDs, axit acetylsalicylic
va ticlopidine) hodc céac thudc khéc véi thude e ché chon loc tai hép thu serotonin SSRIs,
bao gdm sertraline ¢ thé 1am ting nguy co chay mau.

Thubc chen than kinh co

Céc thubc SSRIs c6 thé lam giam hoat tinh cholinesterase trong huyét tuong dan dén kéo dai
hoat tinh chen than kinh co ctia mivacurium hay céc thudc chen than kinh co khéc. [ 4
Céc thubc dwoc chuyén hod bdi Cytochrom P 450. // :
Sertraline c¢6 thé hoat dong nhu mdt thudc e ché vira phai 1én CYP2D6. Dung kéo dai
sertraline liéu 50 mg hang ngay lam ting vira phai (trung binh tang tir 23%-37%) ndng do cua
desipramin (4 chit danh du hoat tinh isozyme CYP2D6) & trang thai 6n dinh trong huyét
tuong.

Céc tuong tac 14m sang lién quan c6 thé xay ra giira sertraline va nhitng co chit cia CYP2D6
khéc véi chi s6 diéu tri hep bao gdm thubc chéng loan nhip nhém 1C nhu propafenone va
flecainide, thudc chéng trAm cam 3 vong (TCAs) va thudc chéng loan than dién hinh, dic biét
khi diéu tri véi sertraline liéu cao hon.

Sertraline khong hoat dong nhu mdt chét tc ché 1én CYP3A4, CYP2C9, CYP2C19, va
CYP1A2 c6 y nghia trén 1am sang. Piéu nay di dugc xac nhan trong cac nghién ciru tuong
tac in-vivo véi cac co chit cia CYP3A4 (cortisol ndi sinh, carbamazepine, terfenadine,
alprazolam), diazepam co chit cia CYP2C19, va cac co chit cia CYP2C9 nhu tolbutamide,
glibenclamide va phenytoin. Cac nghién cttu in vitro cho thiy sertraline c6 rét it hodc khong
c6 kha nang trc ché CYP 1A2.

Trong mot nghién ctiru chéo dugc thuc hién trén 8 tinh nguyén vién ngudi Nhat khée manh,
ubng ba ly nuéc budi mdi ngay 1am tang ndng do sertraline trong huyét twong khoang 100%.
Do d6, nén tranh udng nude budi trong qua trinh diéu tri véi sertraline.

Dua trén nghién clru twong tac dugc bao cdo véi nude €p budi, khong thé loai trir viéc st
ding ddng thoi sertraline véi cac thude chét trc ché manh CYP3A4 , vi du nhu: thudc trc ché
protease, ketoconazole, itraconazole, posaconazole, voriconazole, clarithromycin,
telithromycin va nefazodone, vi c6 thé lam tang nhanh sy phoi nhiém cua sertraline. Diéu nay
ciing lién quan dén céc thubc wc ché vira phai CYP3A4, vi du: aprepitant, erythromycin,
fluconazole, verapamil va diltiazem. Nén tranh viéc dung cac thudc rc ché manh CYP3A4
trong khi diéu tri véi sertraline.

Nbng d sertraline trong huyét tuong cao hon khoang 50% & nhém ngudi chuyén hoéa ch.
(1a nhitng ngudi cé enzyme CYP2CI19 chuyén héa kém) so v6i nhém ngudi chuyén Hoa
manh. Vi vdy, khong thé loai trir xay ra tuong tic giira sertraline véi chét &c ché manh
CYP2C19 nhu omeprazole, lansoprazole, pantoprazole, rabeprazole, fluoxetine, fluvoxamine.

Tac dung khong mong mudn:
Budn nodn 1a tac dung khong mong mudn (ADR) phd bién nhat. Trong diéu tri rdi loan am
anh xa hoi trén nam gidi, 14% xay ra rdi loan chirc nang tinh duc (chidm xuét tinh) & nhém
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ding sertraline so voi nhom dung gia duge. Nhitng ADR nay phu thudc liéu lwong va thuong
thoang qua néu tiép tuc diéu tri.

Céc ADR thudng gip & nhitng nghién ciru mu d6i, c6 kiém chung bing gia duoc & nhimg
bénh nhan bi rdi loan 4m anh cudng burc, rdi loan hoang so, rdi loan tAm ly sau chin thuong
va rdi loan am anh x4 hoi ciing gidng nhu ciac ADR gdp phai trong céc nghién ciru lam sang &
bénh nhan trAm cam.

Bang 1 md ta cac ADR xay ra sau khi thuéc dwge luu hanh trén thi truong (chua ghi nhan
duoc tan suat) va trong cac nghién ctru 14m sang c6 ddi chimg gia dugc (bao gdm 2542 bénh
nhén str dung sertraline va 2145 dung gia dugc) trén nhitg nhitng bénh nhan bi trdm cam, roi
loan &m anh cudng burc, rdi loan hoang so, rdi loan tAm ly sau chan thuong va rdi loan 4m
anh xa hoi.

Mot sb ADR duoc liét ké trong Bang 1 ¢6 thé giam cuong do va tan sudt khi tiép tuc diéu tri
v6i setraline va thuong khong dan dén viéc phai ngimg diéu tri. /é&/

Tan suat ciia cac ADR xay ra trong cdc nghién ctru 1am sang c6 ddi chimg gia dugc trén
nhitng bénh nhan bj trAim cam, rdi loan &m anh cudng birc, rdi loan hoang so, rdi loan tam ly
sau chin thuong va rdi loan 4m anh xa hoi. Phén tich téng hop va cac dir li€u sau khi thudc
lwu hanh trén thi trudng (tan sudt chua dugc biét d&én).

Bing 1: Tac dung khong mong mudn (ADR).

Rit thwong |Thuong gip it gap Hiém gap Rét hiém  |Tan suét chua dwge

gap (1/100 < ADR (1/1000 < ADR (1/10000 <ADR  |(<1/10000) |biet dén (khong thé

(ADR>1/10) [<1/10) <1/100) <1/1000) wgce tinh dlr(.):c tir
cac dir li€u san co)

Nhiém tring va nhiém ky sinh tring

Viém hong.

Nhiém tring
duong ho hap trén,

Viém tui thira,
Viém da day rudt,

Viém miii Viém tai giira
U lanh tinh, dc tinh (bao gom u nang va Polyp)
Khéi ut
R6i loan mdu va hé bach huyét
Bénh hach bach Giam bach cau,
huyét Giam tiéu cau
Réi logn hé thc‘;ng mién dich
Phan (g qua man |Phan tng di ing Dj tmng

Roi loan noi tiét

Suy tuyén giap

Tang prolactin
huyét,

Hoi chimg tiét
hormone khang ni¢u
khong thich hop.
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Réi loan chuyén hod va dinh duing

Chén an, bai thao duong, Giam natri huyét,

Tang cam giac Tang cholesterol Tang dudng huyét.

thém an* huyét,

Ha duong huyét.

Réi loan tam than
Mit ngu Tram cam*, Ao giac*, R&i loan chuyén Hoang tuong.
(19%) Giai thé nhan Hung hang*, déi,

cach, Sang khoai*, Quen thudc,

Ac méng, Vo cam, R&i loan tam

Lo au*, Y tuéng bt than*,

BAi rbi*, thuong. Hoang tudng,

Céu git, Y tudng/hanh vi ty

Giam tinh duc*, sat**x, o/

Nghién ring M(f)’ng du, /é/(é -

Xuét tinh sém. _
Réi loan hé than kinh
Chéng mit  |Dj cam*, Co giat*, Hon mé*, R6i loan vén dong
(11%), Run, Co co khong chi  [Mua giat méa von, (bao gbm céc trigu
Budn ngu Tang truong luc dong*, Loan vén dong, chirng ngoai thap,
(13%), co, Diéu phdi bét Téang cam giac, dac biét ting dong,
Dau dau Loan vi gi4c, thuong, R&i loan cam giac. tang truong lyc co,
(21%)* Réiloan chuy.  |Tang dong, loaq (g lye co,
Quén, nghlen.réng hay
R dang di khong binh
Giadm cam giac*, X
thuong).

R&i loan ngdn ng,
Chéng mat khi
dimg,

Ngit xiu,

Dau nira dau*

Mot sb dau higu va
triéu chimg lién quan
dén hoi chimg
serotonin hay hoi
chirg an than kinh
ac tinh cling dugc
bao céo & vai truong
hop sir dung dong
thoi véi cac thube
tac dong 1€n hé
serotonergic bao
gém kich dong, lu
1an, toat md hoi, tiéu
chay, sét, tang huyét
ap, co cing va nhip
tim nhanh, hoi
chirng ngdi khong
yén va trang thai
kich dong tim than-
van dong.

Co thit mach méau
nio (bao gdm hoi
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chirng co mach mau
ndo cé thé hoi phuc

mit,

Am diém,
Chirng song thi
(nhin m¢t thanh
hai),

So anh sang,
Chay mau tién
phong.

va hdi ching Call-
Fleming).
Réi logn mdit
R&i loan thi gisc  |Gian ddng ti* Glaucoma, Bt thuong vé thi
R6i loan tiét nude luc,

Gian dong tir.

s

Réi logn thinh lyc va tai trong

U tai* Pau tai
Réi loan tim mach
Panh tréng nguc* |Nhip tim nhanh Nhdi mau co tim, Hoi chimg QTc kéo
Nhip tim chéam, dai,
R&i loan nhip tim. Xoan dinh.
R6i loan mach madu
Boc hoa* Tang huyét ap*,  [Thiéu méau cuc b, Chay mau that
Nong bimg mét.  |D4i ra mau. thuong (nhu chay
mau duong ti€u hoa)
Réi loan hé hé hd'p, nguc va trung that
Ngéap* Co thét phé quan*, [Co thit thanh Bénh phdi mo ké.
Khé thé, quan,
Chéay mau cam. Tang thong khi,
Giam thong khi,
Tho rit,
Mit tiéng,
Néc.
Réi loan tiéu héa
fa chay Pau bung* Viém thuc quan, |Phéan den, Viém tuy
(18%), No6n*, Kh6 nudt, Chay mau truc
Budn ndn Tao bon*, Tri, trang,
(24%), Pay bung, Tang tiét nude bot, [Viém miéng,
Khé miéng  |Khe tiéu. Bénh & ludi, Loét ludi,
(14%) O hoi. Viém rang,
Viém ludi,
Loét miéng.

B <lc
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Réi loan hé gan mdt

Chtrc nang gan bat
thuong.

Céc bénh gan niang
(bao gdm viém gan,
vang da va suy gan).

Roi loan da va mé dudi da

tinh (14%)

duong.

ROi loan chire

Viém teo 4m ho

Phat ban*, Phul quanh hé Viém da, Rét it c6 bao cdo vé
Ra md hdi nhidu. [mat*, Viém nang 16ng, ADR trén da nghiém
Phu mt, Bit thuong vé két trong (SCAR) nhu:
Ban xuét huyét*, |cdu toc, Hoi chimg Stevens-
Rung toc*, Da c6 mui bat Johnson va hoi
M5 hoi lanh, thuong. chimg Lyell (hoai tir
Da khé thuong bi), phu
N mach, nhay cam véi
May day*, ;3 Y 5 s
e ! anh sang, phan rng
an ngua. trén da.
R6i loan co xwong va mé lién két
Dau khép, Viém xwong khép, (Bénh ly vé xuong. Co rut co.
Pau co. Yéu co, n/
DPau lung, /é[é
Co giat co bip. /
Réi logn thdn va hé tiét niéu
Tiéu dém, Tiéu it,
Bi tiéu*, Bi tiéu.
Tiéu nhiéu,
R6i loan tiéu tién,
Tiéu khong kiém
soat*.
R6i loan hé sinh san va vii**
Cham xuit  [R&i loan cwong  |Chay mau am dao, |Chimg rong kinh, Vi to & nam gidi.

nédng tinh duc, am dao,
Réi loan chirc Viém quy déu,
nang tinh duc & Khi hu,
phu ni, Cuong dau duong
Kinh nguyét Vat*,
khong deu. Chay sita*.

RGi logn toan than va tai chb

Mét moi Pau nguc*, Phu ngoai vi, Thoat vi,

(10%)* Khé chiu* On lanh, Giam dung nap
Sot*, thudc,
Suy nhugc*, Di loang choang.
Khat.
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Cdc nghién curu

Tang AST (Alanine |Tinh dich bét Céc két qua nghién
Aminotransferase)* |thuong, clru 1am sang bat
Ting AST Tang cholesterol thuong,
(Aspartate mau. Thay dbi chirc ning
Aminotransferase)* tiéu cau.
Giam can*,
Tang can*.
Tén thuong va nhiém doc
V)
Chan thwong.
Phéiu thudt va thii thudt y khoa [
Gay gian mach

Néu ADR xay ra trc?n nhiing nhimg bénh nhan tram cam, réi loan cudng birc dm anh, roi logn hodng sg, réi
loan tam ly sau chadn thiong va réi loan aém anh xd héi thi @ muc dwoc phdn lai thanh tén chung la dé muc
nghién ciru tram cam.

1 Mot truong hop bi ung ’thu' 1é bao dwgc bdo cdo & mét bénh nhdn diéu tri bang sertraline so véi khong c6
truong hop nao xay ra doi véi nhom dung gia dwoc.

* Nhitng ADR nay ciing xudt hién sau khi thuoc luu hanh trén thi truong.

**Mau khao sdt thu thdp tie mot heong bénh nhén dwoc phan thanh 2 nhém khéng phéan biét giGi tinh: nhom
dung sertraline (1118 nam, 1424 nit) va nhom dung gia dwoc (926 nam, 1219 niz).

Déi véi roi loan dm anh cuwedmg birc, chi nghién cieu trong thoi gian ngdn tir 1-12 tudn.

*** Cdc truong hop co y twong tw sd{ va hanh vi tw sdt da duwoce bdo cdo trong sudt thoi gian diéu tri voi
sertraline hay ngay sau khi ngung diéu tri.

Hpi chitng cai thudc xudt hién khi ngung diéu tri véi sertraline.

Ngimg diéu tri véi sertraline (dic biét khi dimg dot ngot) thuong din dén cac hoi chimg cai
thudc nhu: chong mit, réi loan cam giac (bao gdbm mét ngu), rdi loan gifc ngu (bao gdbm mat
ngt va nhitng con mo), kich dong hozc lo ling, budn ndén va/hodc 6i mira, run va dau dau.
N6i chung céc triéu chimg & muc do tir nhe d&én trung binh va tu hét. Tuy nhién, & mot 5O
bénh nhan c6 thé nang va/hodc kéo dai. Do do, khi khong tiép tuc diéu tri bang sertraline thi
nén ngimg tir tir theo liéu giam dan.

Nguwoi cao tudi

Céc thubc SSRIs hodc SNRIs bao gdm sertraline ¢6 lién quan vé mit y nghia 1dm sang dén
cac truomg hop ha natri huyét & bénh nhan cao tudi, nhitg ngudi cd nguy co cao xuét hién
tac dung khong mong mudn nay.

Tré em

Trong sb hon 600 tré em duge didu tri véi sertraline, n6i chung cac ADR xdy ra thong thudng
twong tu nhu & ngudi 16n. Nhitng ADR thu duge tir thir nghiém c6 kiém chimg (trén tong 281
bénh nhan) nhu sau:

Rdt thuong gap (ADR>1/10):

Nhtre ddu (22%), mét nga (21%), tiéu chay (11%) va budn non (15%).

Thuong gap (1/100 <ADR <1/10):

Pau nguc, hung cam, sbt, ndn mira, chan an, cam xuc khong on dinh, hung hang, kich dong,
cang théng, rdi loan cha y, chong mat, ting dong, dau nira dau, budn ngu, run, roi loan thi
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giac, khd miéng, kho tiéu, &c mdng, mét moi, tiéu khong kiém soat, phat ban, mun trimg c4,
chay méu cam, chimg day hoi.

It gap (1/1000 < ADR <1/100):

Hoi chimg QTc kéo dai, ¢b ¥ tu ti, co giat, rdi loan ngoai thap, di cam, trdim cam, 4o giAc,
ban xuit huyét, tang thong khi, thiéu méu, chirc niang gan bat thuong, ting AST, viém bang
quang, nhiém herpes simplex, viém tai ngoai, dau tai, dau mit, gian déng tu, tinh trang bét
6n, dai ra mau, phat ban mun mu, viém miii, chin thwong, giam can, co giat co, gidc mo bét
thuong, tho o, albumin niéu, tiéu nhiéu, da niéu, dau va, rdi loan kinh nguyét, rung tdc, viém
da, r6i loan da, da c6 mui bat thuong, ndi may day, nghién ring, néng bimng miit.

Tan sudt chiea biét: dai dam. /Z/Zéf/
Cac triéu chirng khdc { =
Trong cac nghién ctru dich t& hoc tién hanh trén nhom bénh nhan tir 50 tudi tr& 1én, cho thdy
ting nguy co gy xuong & nhimng bénh nhan dung cac thudc e ché chon loc tai hip thu
serotonin (SSRIs) va céc thudc chng trAm cam ba vong (TCAs). Co ché din dén nguy co
nay chua dugc biét.

“Théng bdo cho bdc si nhitng tic dung khong mong muén gdp phai khi sir dung thudc”

Qua liéu:

Déc tinh:

Sertraline ¢6 pham vi an toan phu thudc vao nhém bénh nhan va/hodic cac thude dung df‘mg
thdi. Céc trudng hop tir vong ciing d3 dugce bao céo lién quan dén viéc sir dung qua lidu
sertraline, sir dung don doc hodc khi phéi hop véi cac thudc khac va/hodc voi rugu. Vi vay,
v6i bat ky truong hop qua liéu sertraline nao déu phai duge didu tri tich cuec.

Triéu chirng:

Céc triéu chimg cua qué lidu bao gdm cac tac dung khong mong mudn giéng nhu hdi chimg
serotonin nhur ngu ga, roi loan tiéu hoa (nhu budn nén va nén) nhip tim nhanh, run rdy kich
dong va choang vang, it gap hon 1a hon mé.

Hoi ching QTc kéo dai /Xodn dinh da dugce bao cdo khi dung sertraline qua liéu. Do do,
khuyén c4o nén theo ddi dién tim dd ECG trong tit ca cac trudng hop ubng qua lidu
sertraline.

Xir tri:

Khong c6 thudc giai doc dac hiéu cho sertraline. Can duy tri hé hip ciia ngudi bénh, thong khi
va cho thd oxygen. Than hoat, mot chét c6 thé phdi hop véi thude tay, co thé cho hiéu qua
tuong duong hodc hi¢u qua hon viéc rira da day, diéu nay nén dwoc xem xét khi diéu tri qua
lidu sertraline. Khong khuyén cdo sir dung cac bién phap gay non. Nén theo ddi cic thong )
quan trong ctia d4u hiéu séng va tim (nhu dién tam d6 ECG) song song véi cac bién phép xir
ly tri¢u ching va diéu tri hd tro. Cac bién phap nhu gay loi tiéu cudng birc, tham phan mau,
thAm phan mang bung, truyén mau, thay méau déu khong c6 hiéu qua do thé tich phan bd cia
sertraline 16n va lién két nhiéu véi protein.

Bao quan: Bao quan dudi 30°C noi khd mat. Tranh anh sang
Han ding: 36 thang ké tir ngay san xuét.

Trinh bay: Hop 5 vi x 10 vién.
17

e



Tiéu chuan: Nha san xuat.

Dé xa tam tay tré em.

DPoc kj hwong din siv dung truwée khi diing.

Néu can thém théng tin, xin héi y kién bdc si.
Thubc nay chi ding theo sw ké don ciia thay thuéc.

San xuit béi:
Sun Pharmaceutical Industries Ltd.
Survey No. 214, Plot No. 20, G.I.A. Phase II, Piparia, Silvassa-396230, U.T. of Dadra &

Nagar Haveli, An Db. W
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