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ro HUilNG oAN srJ orJNe rnudc
SaVi Sertraline 50
o

Thu6" bdntheo don

Di xa im tay crta fid em

Epc ki hrhng ddn sft dqtng trrdc khi dilng

Thilng bdo ngoy ctto bttc si hortc tlrqc si nhtng tric dqtng khing mong mudn gfip phrti khi sr? dqrng thudc

THANH PHAN
Sertralin hydroclorid
tuong duong sertralin 50 mg

T6 dugc vira du 1 vi6n
(Lactose monohydrat, cellulose vi tinh th| 101, povidon K30, natrt croscarmellose, magnesi

stearat, hypromellose 6cps, polyethylen glycol 6000, titan dioxyd, Green lake)

D{NG BAO CHf : Vi6n n6n bao phim.

DrIgc Luc_Haq
Sertralin ld dAn ch6t cua naphthylamin, c6 t6c dung ch6ng trAm cim do ric ch6 chon lgc t6i
thu h6i serotonin (5-hydroxytryptamin, 5-HT). Thudc it ho4c \h6ng c6 t6c dpng ric ch6 t6i
thu h6i noradrenalin hodc dopamin vd kh6ng c6 tirc dung nhi6u kh6ng cholinergic, kh6ng
histamin ho{c chen alpha ho{c beta-adrenergic o li0u di6u tri. Do d6, c6c titc dgng phu phd

bitln do chgn c6c thU th6 muscarin (nhu kh6 miQng, nhin md, bi ti6u, t6o b6n, tri t6nl, thr,r th0

alpha-adrenergic (nhu gidm huy6t rip tu th6 dung) vd thu th6. Hr yd Hz histamin (nhu bu6n
ngir) !h6p |* g nguoi dtng sertralin so v6i nguoi dung.thu5c ch6ng ffAm cdm ba vdng vd
mQt sd thu6c chdng trdm cim kh6c. Sertralin kh6ng ric ch6 monoamin oxidase.
Dtng li6u di6u,tr! (50 - 200 mg/ngiy) cho ngudi kh6e manh, sertralin ric ch6 t6i hAp thu

serotonin vio ti6u cAu tty theo li6u dtng. Dtng sertralin kdo ddi o dQng v4t dd ldm gidm c6c

thU th6 norepinephrin 0 n6o nhu dd th6y v6i c6c thu6c ch6ng trAm cAm vd ch6ng 6m dnh kh6c

c6 hiQu qui trong lim sdng.

DUqC EQNG HQC
Sertralin h6p thu chfm qua ducrng tiOu h6a. Sinh kha dung tr6n nguoi chua duoc d6nh gi6 dAy

du do kh6ng c6 dang ti6m tinh *A9h. Tr6n tlQng vdt, sinh khd dpng cua sertralink,hotrng22 -

36% vitsinh khA dpng d4ng vi6n u5ng tucrng ducrng d4ng dung dich u6ng. Ntiu u6ng vi6n ndn

cung vdi thric 6n, diQn tich du6i dulng cong (AUC: Area (Jnder the Curve), ndng dg dinh

tdng khoAng25% vi thoi gian d4t duoc n6ng dO dinh giim tri 8 gicr xu6ng 5,5 gio. Ntiu u6ng

dung dich cung thric dn, thoi gian d4t dugc ndng dO dinh trong huy6t tucrng tdng tir 5,9 - 7,0

gio. Thoi gian d4t n6ng dQ dinh khodn g 4,5 - 8,5 gid sau khi u6ng 50 - 200 mg ngdy I lAn,

trong 14 ngiy. N6ng dg dinh vd sinh kh6 dung cua thu5c tdng o nguoi cao tu6i. Thu6c d4t

tr4ng thiii 6n dinh sau khi u6ng kho6ng mQt tu6n. Sertralin phdn !6 rQng rdi vdo c6c md vd

dich co th6, qua dugc hdng rio m6u-n5o vir sta mg. Thu6c li6n k6t v6i protein huy6t tuong

khodng 98%o, cht y6u ld albumin vh crr-acid glycoprotein. Sertralin duoc chuy6n h6a o gan,

ctrAt c[uy6n.h6a chinh li N-desmethylsertralin k6m hoat tinh hcrn sertralin. Nhtmg m6i Uen

quan gita n6ng dQ trong huyet tuong cua sertralin vir N-desmethylsertralin voi t6c dpng di6u

tri vir/ho{c dQc tinh ctra thu6c chua dugc x6c dinh 16. Sertralin dugc thai tru chir y6u du6i

d4ng chuytin h6a ra phin vir nu6c ti6u v6i lugng x6p xi ngang nhau. Thdi gian b6n th6i cua

sertralin khoing 25 - 26 gid vd thcri gian ban thni cria N-desmethylsertralin khoing 62 - 104

gio. O ngudi cao tu6i, thoi gian ban thdi c6 th6 tdng (khoing 36 gio). Tuy vay sU thdi tru k6o

aai U,Ong quan trgng vEi la- sirng vd kh6ng cAn di6u chinh liAu. Vi sertralin chuy6n h6a

mAnh o gan n6n t6n thuong gan c6 th6 t6c dQng dtin ddo thdi thu6c, cAn th4n trong dtng thudc

cho nguoi bi t6n thucrng gan, vdi li6u thdp hon ho{c it ldn hon. Dugc dQng hqc cria sertralin

kh6ng bi t6c dQng do t6n thucrng thAn.
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CHi DINH EIEU TRI

Sertralin dugc chi dtnh dC diiiu tri:
- Benh trAm cim. Ngdn ngria t6i ph6t bQnh trAm cdm.

- R6i lo4n hoang sg, c6 hay kh6ng c6 chimg sg d6m d6ng.

- ROi loan 6m anh cu0ng birc cr ngudi l6n vd tr6 em tu 6-17 tu6i
- Rlii loan lo 6u xE hQi.

- ROi loan stress sau ch6n thuong.

LMU LUqNG vA CACH DT,NG

Thudc ndy chi ttitng theo sry kA don cfia btic si
Cdch dilng: , ). i.
Dtngduong u6ng. NOn u6ng thu6c mQt ldn mdi ngiy viro bu6i sang hoflc chi6u.

C6 thC u6ng thu6c trong ho{c ngodi bfia 6n.

T164 ngtmg thu6c dQt ngQt. Mu6n ngung thu6c phAi gi6m li6u tu tu trong khoAng thoi gian

it nh6t tu 1 d6n 2 tudn dC ginm nguy co bihQi chimg cai thu6c. N6u c5c triQu chimg kh6 chlu

xu6t hiQn sau khi giam li6u ho{Csau khi ngtmg di6u tri, c6 th6 xem x6t sri dpng titip lai li6u

dd dugc cho trudc d6. Sau d6 mdi ti6p gc gi6m li6u nhurrg v6i t6c d0 chQm hon.
..:
Lteu luongi

Di€u tri ban ddu

- Trdm cdm vd rOi logn tim dnh cudng b*c

Sertralin n6n dugc dung blt dAu v6i li6u 50 mglngiry.

- Rdi togn hortng sq, rdi loqn stress sau chdn thwong vd rdt logn lo Au xd hQi

Di0u tri n6nb6t dAu vdi liAu 25 mg/ngiy. Sau 1 tuAn, liAu tr6n n6n dugc tdng l6n dtin 50 mg 1

.l -..1l6n/ngiy. Li6u ndy dd dugc chimg minh ld lim giim tAn suAt cdct6c dung phq c6p tinh, ld dic
tnmg cria chimg r6i lo4n ho6ng sg khi khoi dAu di6u tri.

Didu chinh liiu
C6c bQnh nh6n kh6ng d6p img v6i li6u 50 mg c6 th6 thu duqc k6t qud t6t khi tdng li6u. SU

thay d6i li6u n6n dugc ti6n hdnh v6i hhoang c6ch it nfrat t tuAn, c6 th6 tang dlin mirc tOi Oa

200 mg/ngiy. Thay d6i liOu khdng n6n thgc hien nhi6u hon I lAn 1 tuAn vi thdi gian b6n thii
cria sertralin ld 24 gio.

T.ac dpng khcri d6u ili6u tr! c6 th€ d4t dugc trong vdng 7 ngiry. Tuy nhiOn, th6ng thuong lu6n

can khoang thdi gian ddi hon d6 c6 dugc drip ung di6u tri 16 ring, dac biQt trong chimg r6i
lo4n 6m Anh cu0ng brlc.

Didu ffi du:r tri

LiAu dung trong qu6 trinh diAu tri dii h4n l6n duoc giir o mirc th6p nhAt co hiQu qui, sau d6

di6u chinh li6u tuy theo mirc dQ d6p tmg di6u tri.
-;- lram cam

ni6u tri dni han ctng c6 the thich lrqp dC phdng ngira trii ph6t cdc giai doan trAm cim. Trong
hAu htit ciic truong hvp, [Au khuy6n nghi.dC dy phdng t6i ph6t trAm cim tuong t.u nhu li6u
dang su dung trong diOu tri. BQnh nhdn tr6m cdm cAn duoc di6u tri it nhat ln 6 thang de dam

bAo h€t c6c tri6u chimg.

- noi logn hodng sq vd rdi logn dm dnh cuhng b*c
Di6u tri duy tri n6n dugc d6nh gi6 thulng xuy6n d c6c chimg r5i lo4n niry vi vi6c phdng ngta
t6i ph6t v6n chua duoc chimg minh.

Trd em vd thanh thiiiu ni€n b! rili loqn dm dnh cwdng bftc
o 13-17 tu6i: khdi dAu 50 mg 1 lAn/ngdy.
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. 6-l2tu6i: khdi ddu25 mg 1 lAn/ngiy. Sau I tuAn c6 th6 tdng [d)u l6n 50 mg I lAr/ngdy.

Trong trucrng hgp it d6p tmg vdi [Au 50 mg, ntirng hAu tiiSp theo c6 th6 tdng l6n trong

khoing thoi gian vdi tuAn n6u cAn. Li6u t6i da ld 200 mg m5i ngdy. Tuy nhi6n, nhin chung,

trgng lucr-ng co thtl cria tr6 em thuong thAp hon so v6i nguoi l6n n6n phdi cdn nhic khi tang

li6u tr6n 50 mg. Thay d6i li6u kh6ng nOn thgc hien v6i khoing c6ch it hon 1 tuAn.

HiQu qui khi su dpng sertralin dO diOu tri trAm cdm o tr6 em v6n chua dugc chimg minh vd

kh6ng c6 dt hsu vC viQc sri dung sertralin cho tr6 em dudi 6 tu6i.

NgrN cao tudi
Cdn thfn trgng khi dirng sertralin cho ngudi cao tu6i vi c6 nguy co h4 natri huy€t nhi0u hon.

BQnh nhdn suy gan
Tfun trgng khi sri dr,rng sertralin cho nguoi bi benh gan. N€n giim li6u ho{c giim s6 lAn dung
d benh nhdn suy gan. Kh6ng n6n sri dung sertralin trong c6c truong hqp suy gan ndng vi
kh6ng c6 dt liQu l6m sang.

BQnh nhpn suy thQn

Kh6ng cdn di6u chinh li6u o bQnh nhdn suy thfn.

CH6NG CHi DINH,,
Qu6 mdn vdi thu6c ho4c b6t cri thdnh phdn ndo crla thu6c

Dang dung ho4c dE dtng thu6c nh6m cric ch6t ric chO monoamin oxidase (MAOI: Monoamin
Oxidase Inhibitor) trong vdng hai tuAn, c6 th6 d5n d6n tri vong.

Kh6ng dirng d6ng thoi vdi pimozid

cANn sAo va rHAN rReNG KHr sU DUNG

- Sy ph6t tri6n c6c hdi chrlmg tidim tdng de doa d6n tinh mang nhu hQi chimg serotonin (SS.'

Serotonin Syndrome) hay hQi chimg 6c tinh thu6c an thAn kinh (NMS: Neuroleptic Malignant
Syndrome) dd duoc b6o c6o khi dtng thu6c fc chi5 chgn lgc t6i h6p thu serotonin lSSnf
Selective Serotonin Re-uptake Inhibitor), trong d6 c6 sertralin.Nguy co g{p phii hQi chimg
serotonin hay hQi chimg 5c tinh thu6c an thAn kinh khi dung ciic thudc SSRI tdng 16n khi sfr

dgng d6ng thoi v6i c6c thu6c ldm tdng serotonin (bao g6m thu6c ch6ng trAm cdm t6c dQng

16n hp serotonin vi nhom triptan), thu6c lim giAm chuy6n h6a serotonin (g6m cric ch6t ric ch6

monoamin oxidase nhu xanh methylen), thu6c an thAn, thu6c AOI nrang dopamin vd thu6c
gdy nghiQn. C6c triQu chimg cua hQi chimg serotonin bao gdm: thay d6i trang th6i tdm tri
(nhu kich thich, tro giitc, h6n m0), than kinh thpc vflt kh6ng 6n dinh (nhu tim dfp nhanh,

huy6t 6p l6n xuting th6t thucrng, s5t cao), rtii lo4n thAn kinh - co (nhu tdng phAn x4, m6t ph6i

hgp dQng t6c) valho4c cric triQu chimg de 4ey - ruOt (nhu bu6n n6n, n6n, ti0u chdy). Trong

c6c d4ng n4ng nh6t, hQi.chung serotonin gi6ng nhu hQi chimg 6c tinh thu6c an thAn kinh: s6t

rAt cao, co cimg co, thdn kinh thgc vdt kh6ng 6n dfnh, d6u hiQu chric n6ng s6ng thay d6i

nhanh, tr4ng th6i t6m tri thay d6i. N6n theo d6i sp xuAt hign c6c triQu chring vd d6u hiQu cua

hQi chung serotonin vd hQi chimg 6c tinh thu6c an thAn kinh d benh nhan.

- Chuy6n dOi gifa c6c thu5c. SSRI, thu6c ch6ng trAm cdm vd thu5c.ch6ng 6m Anh: c6 r6t it
nghidn cr?u c6 kiiim chimg vA thoi gian t6i uu cho viQc chuy6n aOi aiOu tri tt cec thu6c SSzu,

thu6c ch6ng trAm cAm ho{c thu6c ch6ng 6m anh kh6c sang sertralin. NCn theo d6i vd c6 d6nh

gi6 than trgng khi chuy6n d6i, d{c biet la tir c6c thu6c c6 tdc dpng k6o ddi nhu fluoxetin.

- Dung d6ng thoi sertralin v6i c6c thu6c kh6c ldm tdng culng t6c dpng ddn truy6n thAn kinh

tr6n hQ serotonin nhu tryptophan, fenfluramin, ch6t chri v4n tr€n thg th6 5-HT, hoac thu6c

th^io dugc St. John's wort (Hypericum perforatum) n6n dugc ti6n hanh cAn thfln vi n6n tr6nh

n6u c6 th6 do c6 nguy co tuong t6c v0 duoc lgc hgc.
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- E6 c6 b6o c6o v6 c6c trulng hgrp k6o dAi khoang QT vd xoin dinh khi sri dung sertralin, chri
A.

y6u xiy ra tr6n bQnh nhdn c6 nguy co. Do d6 cAn th4n trgng khi dtng sertralin cho bQnh nhdn

c6 y6u t6 nguy co gdy k6o ddi khodng QT.

- .Ch*g hmgcdm/t6ng htmg cAm dd duoc b6o c6o o mQt tf le.nho bqnh nhAn dugc diAu tri
bdng thu6c ch6ng tr6.m cAm vd. thudc ch6ng rim inh kh6c, bao gdm sertralin. Do d6 sertralin

phii dung th4n trgng cho ngudi c6 tiOn sri hmg c6m vd phii dugc theo d6i chat ch€. Phii
ngung sertralin khi ngudi benh bihmg c6m.

- TriQu chimg t6m thAn c6 th6 trd n6n trAm trgng hcrn cr nhirng bqnh nh6n tam than phdn liQt.

- DQng kinh c6 th6 xiy ra khi di6u tri v6i sertralin. Kh6ng dirng sertralin cho bQnh nhAn dQng

kinh kh6ng 6n dinh vi bQnh nhdn dQng kinh c6 ki6m sorlt n6n dugc theo ddi cAn thdn. N6n

ngung sertralin khi ngudi bQnh c6 titin tritin dQng kinh.

- Do bQnh nhdn trim cim hay c6 y tuong ho[c hinh vi tg tu nnAt ta khi mcri dtng thu5c, vi
^lv4y c6n gi6m s6t ch?t chC ngudi bQnh cho d6n khi benh dd nhi6u, vd khoi d6u nOn dung li6u

thap dC giim nguy co qu5li6u.

- Kh6ng n6n dtng sertalin cho trd em vd thanh thi6u ni€n du6i 18 tu5i, tru trucrng hgp bgnh

nhdn bi-chung r6i lo4n 6m 6nh cuong btc o d9 tu6i 6-17. Hanh vi tq tt (c6 gang tg tu vi.y
nghi tg tri), vi sU tht dich (chu y6u ln gdy g6, ch6ng AOi va tirc gifln). dugc quan s6t.th6y

thucrng xuy6n hon trong c6c thu nghiQm lAm sing o trd em vi thanh thi6u ni6n.duqc di6u tri
bing thu6c ch6ng trAm cdm so vdi nhirng nguoi dugc di6u tri bAng gii dugc. N5u cXn cri vio
nhu-cAu ldm sfurg, viQc diAu tri vin dugc thuc hiQn. Khi d6, benh nhdn cAn duoc theo ddi cAn

thfn sy xudt hiQn cria c6c triQu chimg tU tri tr6n.

- Dd c6 nhtng b6o c6o vC chiy m.au bat, thucrng tr6n da 1v6t bAm,.ban xu6t huyC) hay cic
hiQn tugng xu6t huytit kh6c nhu xu6t huy6t ti6u h6a hay phr,r khoa, g6m ci xu6t huytit ddn dtin

tir vong khi dung thu6c SSRI. Do d6 cAn thfn.trQng o benh nhdndang dung SSRI, d{c biet la

dungd6ng thdi v6i c6c thu6c c6 inh hu0ng d6n chric ndng ti6u cAu (thu6c ch6ng ddng, thu6c

an thAn kh6ng di0n hinh vir phenothiazin, thu6c ch6ng trAm cim 3 vong, acid acetylsalicylic

vi thu6c khang vi6m kh6ng steroid) cfrng nhu d benh nhdn c6 ti6n su rOi 1o4n chdy m6u.

- Giam natri huy6t c6 th6 xtry,ra khi di6u tri bing sertralin. Trong nhi6u truong hgp, gi6m

natri huy6t ln do hQi chimg ti6t hormon khang ni6u kh6ng thich hgp (SIADH. Syndrome of
Inappropriate Antidiuretic Hormone Seuetion); Dd co b6o c6o circ t1:ong hgp mric natri

huy6t thanh jhdp hcrn 110 mmol/I. Ngudi cao tu6i, nguoi dang dtng thu6c lqi ti6u hodc thu6c

ldm giAm th6 tich tudn hodn do nguy6n nhdn kh6c c6 nguy co cao hcrn. N6n xem xdt ngung

sertralin o nhirng bQnh nhan c6 tri6u chimg h4 natri lruygt vd ti.5n hinh phuong ph6p diAu trf
thich hqrp. C6c d6u hiQu vi triQu chimg ha natri huytit gdm: dau dAu, kdm tflp trung, giim tri
nh6, lf l6n, ytiu crt vi m6t 6n dinh c6 th6 d6n dtin suy sup. C6c d6u hieu vd triQu chimg n4ng

vdlho{c c6p tinh hcrn g6m io gi6c, ngat, co gi4t, h6n m6, ngimg hO h6p vd ttr vong.

- Su dyng sertralin c6 1i6n quan d6n sg ti6n triiSn chimg drmg ng6i kh6ng y6n, thulng xiy ra
trong vdi tuAn dAu di6u tri. Ni5u tdng 1i6u c6 th6 gdy hai.

- O benh nhan bi d6i th6o dudrng, di6u tri bAng thu6c SSRI c6 the lem thay d6i sg kitlm sorit

ducrng huy6t. pi6u chinh li6u insulin va./hodc c6c thu5c u6ng ldm giAm ducrng huytit n6n thuc
hien n6u can tnitit.

- Cdc thu6c SSRI nhu sertralin c6 th6 6nh huong l6n kich thu6c ddng tu, lnm gian ddng tri.
T6c dsng ldm gi6n d6ng tri c6 thO gAy hep g6c mlt d5n d6n tdng 6p lgc nQi nhdn vi glaucom
g6c d6ng, dic biQt tr6n bQnh nh6n c6 khuynh huong tru6c d6. Vi th6, n6n sir dung sertralin
th4n trgng tr6n bQnh nhdn bi glaucom g6c d6ng hay c6 tiAn su bi glaucom.

- Sertralin c6 th6 g6y ch6n dn vd sgt cdn, n6n cAn th4n trgng khi dung cho ngudi bqnh nhq
cAn.
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- HQi chrmg cai thu5c thucrng xAy ra khi ngmg su dr,rng sertralin dic biet ld ngrmg dQt ngQt.

Trong c6c thri nghiQm l6m sirng, ti lQ xiy ra hQi chimg cai thuSc tr6n bQnh nhAn ngtmg dung

sertralin so v6i tr6n bQnh nhdn tiiip tpc di6u tri vdi sertralin 1d,23112.

Nguy co xiy ra hQi chimg cai thu5c php thuQc vio mQt sd yriu t6 nhu thdi gian sri dgng, lidu

diAu tri vd ti lq gi6m li6u. Ch6ng mdt, rdi lo4n cdm giric (bao g6m df cim), r6i lo4n gi6c. ngu

(mdt ngri, ric mQng), kich dQng hay lo du, budn n6n valho{c n6n mira, run vi dau dAu ld

nlrirng ph6n img thulng gap va thuong xhy ra tu nhe d6n trung binh. Tuy nhi6n, o mQt sO

benh nhan mric dQ c6 th€ n4ng hcn. C6c triQu chimg xiy ra trong vdng vdi ngdy dAu khi
nglmg di6u tri, nhmg rdt it bao c6o vd c6c triQu chimg khi benh nh6n ld qu6n li6u. Th6ng

thucrng c6c triQu c\ung niy tg thuydn giim vi thucrng khoi trong vdng 2 tuAn, tuy nhi€n mQt

sO Uenn nh6n c6 the keo dai (2-3 thring trd l6n). Do d6, khi ngtmg di6u tri n€n gi6m li6u tt tu
trong thdi gian vdi tuAn ho{c vdi th6ng, tuy theo nhu cAu cua bQnh nhan.

- Do sg hien dien cta lactose trong ch6 phAm, benh nhin mlc cfuc r6i lopn di truyAn hi6m gap
l.

v€ dung n4p glucose, chimg thi6u hgt lactase Lapp ho{c r6i loan h6p thu glucose-galactose

kh6ng n6n sir dling thu6c ndy.

TITONG TAC THU6C

Thuiic ric ch6 monoamin oxidase

Kh6ng dugc dung phOi frqrp sertralin v6i c6c ,4"0. MAOI bao g6m c6c thu5c ric chti

monoamin oxidase khOng h6i phyc (selegilin), thu6c ric ch6 chon lgc c6 h6i phpc monoamin

oxidase (moclobemid), thu6c ric ch6 kh6ng chgn loc c6 h6i phpc monoamin oxidase (kh6ng

sinh linezolid).

Kh6ng dtng sertralin it nhAt 7 ngity tru6c khi bit dAu di6u tri vi it nh6t 14 ngdy sau khi

ngung di6u tri v6i c6c thudc ndy.

Ctrctic dqng c6 h4i nghiOm trgng xdy ra cho benh nhdn khi mdi ngung su dgng thu6c MAOI
(nhu xanh methylen) vd bdt ddu dung sertralin ho[c m6i ngung dtng sertralin trudc khi bat

dAu dung MAOi dd dugc b6o c5o. C6c triQu chirng bao gdm: run, rung gi6t co, to6t mO h6i,

budn n6n, n6n, do brmg m{t, ch6ng m{t vd thdn nhigt cao voi c6c d{c di6m tuong tU nhu hQi

chimg 6c tinh thu6c an thdn kinh, dQng kinh vd cu6i ctng tt vong.

Pimozid

NOng dQ pimozid tdng l6n khoing 35% dddugc chimg min|r trong I thu nghiQm v6i li6u thAp

don 16 pimozid (2 mg). Sy gia tdng niy \h6rg li6n quan d6n su thay d6i diqn tam d6. Trong

khi co ch6 cra sg tuong t6c chua duqc bi6t 16, vi pimozid c6 khoang tri liQu hgp, do d6 ch6ng

chi dinh dung chung sertralin v6i pimozid.

Cdc thuiSc ftc cttii *an kinh trung wong vd rwqu

Dtrng d6ng thoi vdi sertralin 200 mg/ngdy kh6ng lim tang t6c dgng ctra rugu, carbamazepin,

haloperidol ho4c phenytoin tr6n khi ndng nhan thric vdr tdm ly 0 nguoi kh6e m4nh; tuy nhi0n

kh6ng khuytln c6o dung d6ng thoi sertralin vd rugu.

Cdc thudc tuic ilQng trOn hQ serotonin khdc

Can than trgng khi dung thu6c v6i fentanyl.(dtrng dC gay m0 vi diOu tri dau m4n tinh), c6c

thutic t6c dQng trdn hQ serotonin kh6c (bao g6m nh6m thu5c ch6ng trAm cim t6c dQng tr6n hQ

serotonin, nh6m triptan) vi c6c thu6c gdy nghiQn.

Thu6c hdo ddi khodng QT

Nguy co k6o ddi khoang QT vd/hoac loan nhip th6t (xoin.dinh) c6 thC tAng khi dung chung

,&.a. thu6c gdy k6o aai khoang QT (nhu mOisO thu6c ch6ng lo4n thdn vd kh6ng sinh).
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Trong mQt thir nghiQm c6 ki6m chimg bing gi6 dugc o c6c ngudi tinh nguyQn binh thucrng,

dtng d6ng thoi sertralin vcyi lithi.ktr6ng lim thay d6i d6ng k6 dugc dQng hgc cira lithi nhurg

gdy tdng ti l9 benh nhan bi run rAy so v6i nh5m dung gii dugc, cho thAy khd ndng c6 tuong

t6c vC mflt dugc lgc gif,a hai thutic ndy. Khi su dpng ddng thcri sertralin v6i lithi, benh nhan

n6n dugc theo d6i hqp ly.

Phenytoin

Thu nghiQm c6 ki6m chimg bdng gia dugc d nhirng ngudi tinh nguyQn binh thuong gqi i,:;^^;
rdng sri dgng l6u ddi sertralin 200 mqlngiry kh6ng gdy ric ch6 dang k6 chuy6n h6a cua

phenytoin tr6n l6m sing. Tuy nhi6n, 1 s6 trudng hgp b6o c6o dd cho thdy c5 sg gia tdng n6ng

dQ phenytoin o bQnh nh6n su dgng sertralin, do d6 khuy6n c6o nOn theo d6i n6ng dQ

phenyoin trong huy6t tuong khi khdi dAu di6u tri v6i sertralin vi diAu chinh li6u phenytoin

iho phtr hgp. ThCm viro d6, sir dpng d6ng thcri v6i phenytoin c6 th€ le nguy6n nhdn g6y gidm

nOng OO sertralin huytit tucrng. Kh6ng th6 loai trtr ch6t cAm img erzym CYP3A4 kh6c nhu

phenobarbital, carbamazepin, St John's Wort, rifampicin c6 th6 giy gi6m n6ng dQ sertralin

trong huydt tuong.

Nhdm triptan

C6 rdt it b6o c6o m6 ta benh nh6n bi y6u, tlng ph6n xa, mAt kha ndng di6u phOi, lir l6n, lo

ling vd kich dQng sau khi str dpng sertralin vi sumatriptan. C6c triQu-chimg cua hQi chimg

serotonin cfrng c6 th6 xAy ra khi dung voi cric thu5c ctng nh6m.triptan. CAn c6 biQn phdp

theo d6i bQnh nhdn thich hqp nOu tr6n lAm sang bdt buQc phdi di6u tri ph6i hqp sertralin vd

sumatriptan.

lYarfarin

Dirng d6ng thdi.sertralin 200 mg hang ngdy v6i warfarin g6y tdng luqng nho nhtmg c6 y

nghia th6ng k6 vC thoi gian prothrombin mdr trong 1 s6 it tru&ng hqp c6 th6 gdy mAt c6n bdng

gi6 trf INR (1NR: Inter,national Normalized.Ratio). Do d6, thdi gian prothrombin n6n duoc

theo d6i c6n thfln khi bAt ddu hay k6t thic di6u tri v6i sertralin.

D igoxin, aten olo l, cimetidin

Ding d6ng thoi sertralin v6i cimetidin gdy giim d6ng te aO thanh th6i cira sertralin. Y nghia

l6m sang cria nhirng sp thay dOi nay vAn chua duqc biet. Sertralin kh6ng Anh hucrng l6n khi
ndng ric chif thu th6 adrenergic cria atenolol. Kh6ng th6y c5 tuCIng titc giira sertralin li6u 200

mg hang ngiy khi dtrng vdi digoxin.

Thu\c dnh huhng tin chdrc ndng ti6u ciu
Nguy co chdy m6u c6 th6 tang l6n khi dung v6i c6c thu5c t6c dung l6n chric ndng cira ti6u cAu

(thu6c kh6ng vi6m kh6ng steroid, acid acetylsalicylic vi ticlopidin) hay ciic thu6c kh6c lim
tdng nguy co chdy mriu khi dirng d6ng thdi voi SSRI, trong d6 c6 sertralin.

Thuilc ric chii thdn kinh co

C6c thu6c SSRI c6 the lam giim ho4t dQng cholinesterase trong huy6t tucrng d6n d6n su k6o
ddi t6c dQng frc ctr6 tfran kinh co ctra mivacurium ho{c nh6m thu6c chgn thAn kinh co kh6c.

Thudc chuyin hoti bhi cytochrom P450

Sertralin tiic dung nhu 1 ch6t ric cfr6 CypZO6 nhe-trung binh. Dung ddi han sertralin voi liAu
50 mg hang ngdy cho thAy mric t[ng vira ph6i (trung b\th23o/o-3lN1ni;ngdQ cria despiramin
(chAt d6nh d6u ho4t tinh isoenzym CYP2D6) o trang th6i hing dinh trong huytit tuong. C6c

tucrng t6c c6.li6n quan vd l0m sing c.5 thd xtty ravli ch6t dugc itruyen h6tbdi CYP2D6l<hirc
c6 chi s6 Aieu tri hgp nhu c6c thu6c chling loan nhip nh6m lC (propafenon vd flecainid),
thu6c ch6ng trAm cdm 3 vong vd ch6ng l; thA, di6;, htrh; Ja. fi.ciia ,lta; sertralin cao

hcrn.
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Sertralin kh6ng ric chii CYP3A4, CYP2C1, CYP2Clg vi CYP1A2 d€n mric c6 f nghia v6
m{t lam sdng. Di6u niy di duoc x6c nhan boi c6c nghiCn cr?u tuong t6c tr6n in vivo vdi c6c
ch6t chuy0n h6a bdi CYP3A4 (cortisol nQi sinh, carbamazepin, terfenadin, alprazolam),
CYP2C|9 (diazepam), CYP2C9 (tolbutamid, glibenclamid vi phenytoin). C6c nghiOn c:r;'t in
vitro cho th6y ring sertralin c6 it ho{c kh6ng c6 khi ndng ric

"tti
CypteZ.

Dirng d6ng thcri sertralin vdi ch6t r?c chti manh CYP3A4 (ch6t ric ch6 protease, ketoconazol,
itraconazol, posaconazol, voriconazol, clarithromycin, telithromycin vd nefazodon) ho{c v6i
chdt ric ch6 CYP3A4 t*r1g binh (aprepitant, erythromycin, fluconazol, verapamil vd
diltiazem) c6 th6 lim tdng n6ng dQ cta sertralin. C6c ch6t ric ctr6 Cypge4 m4nh n6n tr6nh
dung trong khi di6u trf v6i sertralin.

N6ng d6 sertralin huy6t tucrng khi dung v6i ch6t chuy6n h6a ch4m CYP2Clg tdng khoing
50% so v6i khi dtng voi ch6t chuy6n h6a nhanh. Cfrng khdng th6 lo4i trtr tuong t6.c v1i cii
thu6c ric ch6 m4nh CYP2Clg nhu omeprazol, lansoprazol,pantoprazol, rabeprazol, fluoxetin,
fluvoxamin.

TRUONG HqP CO THAI VA CHO CON BU

Thdi ki mang thai
Chua c6 tii liqu nghiCn cfru v6 dirng sertralin cho phr,r nir.c6 thai. Tuy nhi6n, do thu5c qua

dugc nhau thai n6n c6 th6 gdy tdc dqng kh6ng mong mr6n tr6n thAn kinh cira thai nhi. Vi
v6y, kh6ng khuy6n c6o sri dwrg, cAn c6n nhic giira lgi ich vh nguy co.

Thdi ld cho con bdr

Sertralin phdn b6 vdo sfia me ndn c6 th6 gdy tdc dqng kh6ng mong mu5n aOi vOi trd bri m9.

Vi vdy, kh6ng khu-vtin c6o sri dung cho php nfi dang cho con bt, cAn cdn nhic giira loi ich vd

nguy co.

Thilng bdo cho Bdc si nhfrng tric tlyng khilng mong mudn gttp phiti khi sir dyng thuiSc

rAc ogNG KHr rAr xr vA vAN HANH MAY Moc
M4c du sertralin it c6 t6c dpng gAy bu6n ngtr hcrn c6c thu6c ch6ng trAm cim kh6c, nhrmg vAn

phii thQn trgngv6i ngu<ri l6i tdu xe ho{c v4n hdnh m6y moc vd nhdt lA khi dung d6ng thoi

v6i thu6c ric ch6 th6n kinh trung uong.

rAc upNG KHONG MoNG MUoN cuA THUOc (ADR)

Rdt thudng gfip, ADR> 1/10

Than kinh trung ucmg: m6t ngu (19%), ch6ng mat (11%), bu6n ngu (13%), dau dAu Ql%)

Ti6u h6a: ti6u chiy (18%),bu6n ndn (24%),kh6 miQng (14%)

Sinh duc: chfm xu6t tinh (14%)

Todn thdn: mQt moi (10%)

Thwdng gfip, l/100 <ADR < 1/10

Vi6m nhiSm: vi6m hong

Chuy6n hoa vh dinh du0ng: ch6n dn ho{c thdm dn

ThAn kinh trung ucrng: trAm cAm, r6i 1o4n nh6n c6ch, irc mQng, lo Au, kich dQng, cdng

thing, giim tinh dgc, nghi6n rdng, di cdm, run, t6ng truong lgc co, r6i lo4n vi gi6c, rOi

loan chri y,mdt tfp trung

Gi6c quan: r6i loan thf gi6c, t tai

Tim mach: d6nh tr6ng ngtrc, b6c h6a

H6 hAp: ng5p

Ti6u h6a: dau bung, n6n mt4 t6o b6n, r6i lo4n ti6u h6a, dAy bpng kh6 ti6u
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Da vd m6 dudi da: ph6t ban, tdng ti6t m6 h6i

Co xuong vd m6 li6n k6t: dau co, dau khop

Sinh dpc: rl5i loan cucrng duong

Todn thdn: dau ngirc, kh6 chiu

it gqp, 1/1000 <ADR < t/100

Vi6m nhi6m: nhi6m khuAn ducrng hO hAp tr0n, viem mfri

Mi6n dich: mdn cdm

NQi titit: suy tuytin gi6p

Thin kinh trung uong: 6o gi6c, dd e?V hdn, sAng kho6i, v6 cim, tinh khi b6t thucrng, co

giat, co co kh6ng chir dgng-, didu phOi b6t thucrng, t6ng dOng, hi l6n, gi6m cim gi6c, r6i

loan ng6n ngir, ch6ng mdt tu th6, ngdt, dau nira diu

Gi6c quan: gi6n dOng tri, dau tai

Tim mach: tim dap nhanh, tdng huy6t 6p, do bimg

HO hAp: co thit ph6 quan, kh6 tho, ch6y m6u cam

Ti0u h6a: vi6m thgc qu6n, kh6 nu6t, tr! tdng ti6t nu6c bgt, bQnh d ludi, g hoi

Da vir mO du6i da: pht quanh hd mit, phu m{t, ban xu6t huy6t, rung t5c, dO mO h6i l4nh, 
-

kh6 da, ngfa, n6i may day

Co xuong vir mO li6n k6t: tho6i h6a kh6p, yOu co, co co, dau limg

Thpn vd tiilt niEu: ti6u nhi€r-r, ti€u d0m, bi ti6u, ti6u bu6t, r6i loan ti6u tiqn

Sinh dpc: xu6t huy6t Am dao, ,Oi lo4n chric ndng tinh dpc vi sinh duc nfr, kinh nguyQt

kh6ng ddu

Toin thdn: phu ngo4i bi6n, 6n l4nh, s5t, suy nhugc, kh6t

Xdt nghiQm: Tdng ALT (ALT: Alanine aminotransferase), AST (AST: Aspartate

aminotransferase), tdng cAn ho4c gi6m cdn.

Hiiim gQp, 1/10000 <ADR < 1/1000

Vi6m nhi6m: vi6m ruQt thta, vi6m duong ti6u h6a, viOm tai giira.

U ldnh tinh, 6c tinh (g6m Lr nang vd polyp): ung thu

Mdu vd h0 bach huytit: sung hach

Mi6n dich: phin rlrng phdn vQ

Chuy6n h6a vi dinh dudng: d6i th6o duong, h4 ducrng huy6t, tdng cholesterol huytit

ThAn kinh trung uong: r6i loan chuy6n d4ng, lQ thuQc thu6c, r0i lo4n tam l)r, hoang tu&ng,

co f nghi hoflc hdnh vi tu s6t, mQng du, hOn m6, mta gi4t mfa v]n, r6i loqn vfln ddng, t5ng

cAm, lo4n cim gi6c

Gi6c qtran: tdng nh6n 6p, vi6m tuy6n lQ, 6m di6m, nhin d6i, sg 6nh s6ng, xu6t huy6t ti6n
phdng

Tim mach: nh6i meu co tim, chAm vi r6i lo4n nhip tim, thi6u m6u ngo4i bi6n, ti6u ra m6u

HO h6p: co thit thanh qu6n, tdng hodc gi6m th6ng khi, thd rit, kh6 phiit dm, nAc cuc

Ti6u h6a: phdn den, xuAt huytit trgc trdng, vi6m lo6t mi6ng vd ludi, vi6m rlng

Gan mAt: chric ndng gan b6t thulng

Da vd mO du6i da: vi€m da, vi6m da bgng nudc, ph6t ban, cAu tnic t6c b6t thulng

Co xucrng vd m6 li6n k6t: benh l),' vA xuong

Th{n vd titit niQu: thi6u ni6u, ti6u tiQn kh6ng tu cht, chdm ti0u tiQn
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Sinh duc: rong kinh, teo 6m dao, tdng tit5t dich 6m c14o, t[ng ti6t sira, vi6m bao qui dAu, -
cuong dtrcmg, xu6t tinh sdm

Todn th6n: tho6t v!, giAm dung nap thu6c, d6ng cli b6t thtrcmg

X6t nghiQm: tinh dich b6t thuong, tdng cholesterol m6u

Tdn thucrng vi nhiSm dQc: tdn thuong

Phdu thu4t: giln mach

Chua r0 tdn sutit

Miiu vi hq bach huy6t: gidm b4ch cAu, gidm ti6u ciu

MiSn dich: di irng

NQi ti6t: tdng prolactin huy6t, r6i lo4n hormon ch6ng bii niOu

Chuy6n h6a vd dinh dudng: ha natri huy6t, tdng duong huy6t.

ThAn kinh trung uong: 6c mQng, r6i lo4n v4n dQng (bao g6m triOu chring ngo4i th6p, tdng

dQng, tdng truong luc co, r6i loan truong luc, nghi6n rdng hodc d6ng di b6t thudng), d6u

hiQu vd triQu chring co li6n quan d6n hQi chirng serotonin vd h6i chrlng _6c tinh do dung 
-

thu6c an thAn kinh (kich dQng, hi l6n, to6t mO h6i, ti6u chdy, s6t. tang huytit 6p, co ctmg vd
-

nhip tim nhanh), chring dirng ng6i kh6ng yCl v.a t6m thAn b6n ch6n, co thit m4ch m6u n6o

(bao g6m hQi chring co mach mdu n6o c6 th6 h6i phpc vd hQi chirng Call-Fleming)
4.,

Gi6c quan: r6i lo4n thi gi6c, d6ng ttr kh6ng dOu

Tim mach: khodng QT k6o cldi, xoin dinh, xuAt huy6t bAt thuong (nhu xu6t huy6t ti6u h6a)

H6 h6p: b6nh ph6i m6 k€

Ti6r-r hoa: vi6m tuy

Gan mAt: tri6u chring bQnh gan n{ng (vi6m gan, vdng da, suy gan)

Da vd m6 du6i da: hQi chrir-rg Stevens-Johnson vd hoai tir bi6u bi, pht mach, nhay cdm 6nh

s6ng, phdn frng da.

Co xuong vir m6 liOn k6t: chuQt rirt

Sinh dgc: vfr to d narr

X6t nghiQm: k6t qud x6t nghi0m lAm sdng bAt thucrng , thay aOi chric ndng ti6u cAu

Hu'dng ddn ctich xtr tri ADR
C6c ADR thucrng th6y trong tuAn dAu hodc2tuAn dAu diAu tri. Ti lC ADR tdng khi tang li6u.

C6c nghiCn ciru tiiin l6m sdng khdng thAy sertralin gAy quen thu6c vd hOi chimg cai thu6c sau

lihi ngirng dung. Tuy nhiOn, c5c tri6u chirng I6m sdng cho thAy h6i chfng cai thu5c c6 th6 xdy

ra sau vdi ngdy ngirng thudc.

C6c triQu chfng thudng gip ld hQi chring gi6ng cirm nhu: Met m6i, kh6 chiu o d4 ddy (bu6n

n6n), ch6ng mAt, nhfrc dAu nhe, run, lo 6u, l4nh, to6t mO h6i, mAt pnOi hgp v4n dQng.Ngodi
i,. ,

ra r6i loan tri nh6, mdt ngtr, di cAm, nhitc dAu, cim gi6c gi6ng cho6ng, h6i hQp, kich dQng

hoflc c6ng kich. C6c phAn ring lo4i ndy thuong ty gi6m di ho4c dugc cdi thi0n sau m6t vdi

tuAn. D6 tr6nh hQi chring cai thu5c, n€n giim dAn liAu cira sertralin trudc khi ngimg thu6c.

Cfrng gi6ng c6c thu6c tdc dung tr0n hQ thin kinh trung uong khdc, nOn d6nh gi6 cAn thfn tinh
,. i

trang quen thu6c o bqnh nhdn trudc khi dtng sertralin. N€u bQnh nhAn c6 ti6n sir quen m6t

thu6c ndo d6 thi l<hi cliOu trf cAn ph6i gi6m s6t ch?t chc c6c dAu hiQu quen thuOc.
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euA LrEU va cAcu xu rRi
'',.i :
Nmem dQc cap:

LiCu gay ch6t cdp tfnh d ngudi chua bi6t.

Qu6 liOu thuong gdy tdng quii mric t6c dpng duqc lli vi t6c dpng php cria thu6c. C6c triQu

chimg thucrng gap khi qu6li6u g6m: bu6n ngri, lo 6u, bu6n n6n, n6n, nhfp tim nhanh, thay d6i

ilien t6m d6, gidn d6ng tu. MQt s6 tdc dirng kh6ng mong mu5n nhu nhip tim nhanh, tdng

huyi5t 6p, s5t cao, mflt d6, run c6c dAu chi dd gap o 1 tr6 em sau khi udng nhAm serotonin,
t,

phin img gi6ng nhu hQi chimg serotonin.

Xri tri: Sertralin kh6ng c6 thu6c gini dQc dic hieu. Vi vdy, khi qu6 li6u thucrng di6u trf triQu

chimg vi diAu tri h6 trg. Ntiu m6i ngQ d6c, c6 th6 g6y ndn. N6u ngudi benh h6n m0 ho6c l6n

con co gi4t kh6ng c6 phdn xa n6n thi rua da dny sau khi da d4t nQi khi qudn d6 tr6nh hit phii

nu6c nia da ddy. Dung than ho4t (c6 th6 phOi ho-p v6i sorbitol) ngay tu dAu ho[c sau khi gdy

n6n vir rua d4 day. Can duy tri hO h6p cua bQnh nhan, thdng khi vd cho thd oxygen. C6c

phucrng ph6p thAm phAn m6u, thAm phdn mirng bUng, loi ti6u cu0ng birc, truydn m6u kh6ng

c6 hiQu quA do th6 tich phdn b6 cria sertralin l6n vd li6n k6t nhiAu v6i protein.

Nhi6m dQc mqn:

Dd c6 I trudng hgp dugc th6ng b5o c6 hQi chrmg cai thu5c 2 ngity sau khi ngtrng thudc dQt

ngQt. C6c bi6u hiqn cua hQi chimg cai thu6c: MQt moi, dau qudn bgng, t6n thucrng tri nh6 vi
.A

triQu chimg gi6ng cfm, ch6ng mAt, run, rdt run, vd md h6i vd mdt ph6i hqp dQng t5c, nhric

dAu, <I6nh tr6ng nguc ... Cdc phan tmg ndy thucrng h6t trong vong I vdi tuAn sau. E6 tr6nh h6i
.l

chimg niy, cAn ngrmg sertralin d6n din.

Can gi6m s6t ch{t c6c ngudi bQnh c6 ti6n sir nghiQn thu6c dd ph6t hi6n cric d6u hiQu cira dirng

thu6c sai HAu ho4c l4m dpng thu6c (thi dp nhu tdng li6u do ph6t tri6n nhon thudc, hanh vi tim

thu6c d6 u6ng).

DONG GOI
HQp 3 vi x 10 vi6n, kdm td hudng d6n su dUng.

nAo euAN
Bio quan d noi kh6, nhiet d0 du6i 30oC.

Tr6nh 6nh sang.

TITU CHUAN Ap nuNc
Ti€u churin USP 38.

HAN DUr!G
36 thring kO tu ngdy sfur xu6t.
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CONC TY CO PHAN DI-IqC PHAM SAVI (gaVryhaTm J,S.C)

LO 2.01-02-03a, Khu Cgng. nghiQp trong Khu Ch6 xu6t T6n Thu6n, Phulng Tdn Thu4n

D6ng, Qufln 7, Thenh ph6 H6 Chi Minh.

DT : +84 8 7700 142-143-144

Fax: +84 87700 145
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