Rx-Thudc ké don

SERTRALIN DWP 100MG

Poc ky huéng déin s dung trudic khi diing.
DE xa tdm tay tré em.
Théng bdo cho bdc 5T hodc dugc sTnhiing tdc dung khéng mong mu6n gdip phdi khi sir dung thudc
Thudc ndy chl diing theo don thudc

1. THANH PHAN CONG THUC THUGC:
Mbi vién nén bao phim chita
Hoat chit: Sertralin 100 mg (dudi dang Sertralin hydroclorid).
Ta duu: vita dis 1 vién (Calci hydrogen phosphat anhydrous, Lactose monohydrat, Cellulose vi tinh thé, Hydroxypropyl Cellutose,
Lauroyl polyoxy/gcher;des, Natri starch glycolat, Magnesi stearat, Opadry i yellow (Polyvinyl alcohol, Talc, Macrogol, Titan dioxyd, Sat
oxyd van,
2. Mon(q SAN PHAM:
Dang bao ché: Vién nén bac phim.
M t3: Vién nén trdn, bao phim mau vang, mat mit cé chir dwp, mét mit nhén, canh va thanh vién lanh lin
Dong aéi: Hop 06 vi x 10 vién va 01 1 hudng dan sir dung.
3. CHIDINH: -
Sertrafin dugc chi dinh dé didu tri:

- Céc con trdm cdm. Phong ngifa téi phét cdc dot tedm cam,

- Rdl loan hodng sg, ¢ hodc khong ¢d khoadng tréng {m anh sy khodng tréng).

-R&i loan &m dnh cudng bic (OCD) & ngudi 1dn va tré em & do tudi 6-17.

~Réiloan lo au xa hai (SAD) (dm arh so x5 hoi).

~R&i lozn céng théng sau chdn thuong (PTSD).
4. CACH DUNG, LIEU DUNG:
4.1, Liu diing:

- Digy tri ban ddu:
Trdm cdm va r6i logn dm dnh cudng bite OCD: Nén bat déu béing liéu 50 mg/ ngdy.
Réi foan hadng s, 151 loan cing thang sau chdn thudng PTSD vé r6i logn lo du xd hoi:
Nén bat d4u diéu tri vdi liéu 25 mg/ ngay. Sau mét tudn, liéu trén nén dugc ting 1én 50 mg/ ngay, Phic 46 ndy dugc ching minh
13 1am gi‘}m tan sust cAc téc dung phu c8p tinh khi khai ddu didu tr], 13 d3c trung cla ching réi loan hong sq.

i lidu:

Trdm cdm, r6i loan dm dnh cuéng biic OCD, 18i loan hoding s, r&i logn la du xa hoi vé réi logn céng thdng sau chén thut

Céc bénh nhin m3 khdng dap Ung vdi lidu 50 mg c6 thé thu duge két qua t8t hon khi ting liéu diéu tri. Sy thay déi liéu nén duge

1ién hanh ting nic 50 mg mot vdi khodng cich it nhat 3 1 tudn, cé thé ting 1&n dén milc t8i da 200 mg/ ngdy. Sertralin cé thai

gian ban thai 24 gi&, moi sy thay d8i vé lidu lugng khong nén tién hanh véi khodng cach it hon 1 tuan.

Téc dung khdi ddu didu tri 6 thé dugc quan sét thiy trong véng 7 ngdy. Tuy rhién, théng thuding cén thiét c6 khodng thdi gian

dai han a8 ¢6 dugc ddp dng diéu trf b rang, ddc biét trong hdi ching réi loan dm &nh cudng bitc.

- Diéu tri duy trl;
Liéu ding trong qué trinh didu trj dai han nén dugc gilr & mitc d6 thip nhit ma cé hidu qua, sau d6 didu chinh tuj theo muc dd
dap tng diéu tri.
- re

D6 an todn va hiéu qua clia Sertralin &3 dugc bo cdo & cic bénh nhi bj hoi ching rdi loan dm dnh cudng bifc tir 6 - 17 tudi.

Vi tré ern bj rGi loan 4m &nh cudng blc te 13 - 17 tudi nén bit d4u didu tri vdi lidu 50 mg mdi 14n mét ngay.

Vi tré tif 6 ~ 12 tudt nén bt dau bing Hiéu 25 mg méi 18n mot ngdy, lidu c6 thé dugc ting [8n 50 mg mdi 18n mét ngay sau 1 tudn

didu tri,

Céc liéu tiép theo c6 thé tang lén dén t3i da 200 mg/ ngdy, trong trudng hop thidu dap Ung vdi liéu 50 mg/ ngdy trong khodng

vai tudn. Tuy nhién, nhin chung trong liong tré em thap hon so véi ngudi 16n nén duge xem xét trude khi ting liéu vuot trén 50

mg/ ngdy. S thay ddi liéu khdng nén x3y ra trong khoang thdi gian duéi 1 tusn.

- Jbenh nhan cao tudi;

C6 thé sif dung céc khodng lidu tong ty nhu cac bénh nhén tré, nhung nén diing liéu cdn thén, vi ngudi cao tudi ¢b thé ¢ nguy

co b ha natri mau.

bénh nhan suy gan:

Vec sudung Sertraiin & bénh nhan mac bénh gan nén dugc tiép can than trong. Nén dung liéu thip hon hodc ting khoang cich

gitfa cac lidu. Sertralin khong nén duge st dung trong truong hop suy gan ning V) khéng cé di ligu [am sang cy thé.

- Obenh nhan suy than:

Khéng ‘can diéu chinh liéu & bénh nhan suy than

4.2, Cach dimq

- Diing duding udng, udng mot ién mbi ngay vio budi sang hodc budi ti, c6 thé dugc udng cling hojic khéng cling véi thic &n.

- Hién tugng cal thuc c6 thé thiy khi ngung st dung Sertralin. Nén trénh ngung thudc dot ngéL Khi ngling diu tr] bing
Sertralin, nén gidm dén liéu trong khodng thai gian it nhit mét dén hai tudn dé gidm nguy co clia phan ing cai thuéc.

5. CHONG CHI BINH:

Thuéc chdng chl d[nh trong cc truding hop:

- Man cam v6i Sertralin hogc véi bit ki thanh phin ndo clia thude,

- Ch8ng chi dinh didu tri ddng thisi véi cac thuSc MAOIs khdng thugn nghich do nguy ¢o hai chiing Serotonin véi céc tridu ching
nhu kich déng, run, ting than nhiét. Sertralin khong dugc udng trong it nhit 14 ngay sau khi ngiing diéu tr] vl MAO! khéng
thuan nghich. Sertralin phai ngung st dung it nhit 7 ngdy trudc khi bit dau diéu trj véi MAOIs khang thuan nghich,

- Chéng chi dinh udng déng thdi vai Pimozide .

6. CANH BAO VA THAN TRONG KHI DUNG THUGC:

Hbi chitng Serotonin (S5) hodic Héi ching dc tinh do thudc an thin. {NMS):

Sy phéttrién cla cac hdi chiing cé khé nang de doa dén tinh mang nhu hdi chiing serotonin (55) hodc Hoi chiing c tinh do thusc

an thin (NMS) da dugc bdo cdo véi thudc Uc ché tai hap thu chon loc Serotonin (SSRIs), bao gém d’eu trj bing Sertralin. Nguy co

midc SS hoiic NMS véi SSRi ting 1én khi sef dung ddng thai véi céc thuoc serotonergic khic {bao gom ca thude chong trdm cam
serotonergic khéc, cic amphetamin, triptan), vdi cdc thudclam suy yéu chuyén héa serotonin (bao gém c MAOLs, vi du nhu xanh
methylen), thudc chdng toan thin, thudc d6i khang dopamin khac, va véi cic thudc opiat. Bénh nhan cén dugc theo déi sy xudt
hign c\)a cac ddu hiéu va triéu cht'mg clia héi chiing SS hoéc NMS.

Chuyén d8i gitta thudc tc ché tdi hip thu chon foc Serotonin (SSRI) thudc chdng trdm cdm hodc thudc chdng dm dnh;

Nén theo dai va c6 céc dnh gia than trong khi chuyén 43, dac biét fa t céc thusc c6 thc dung kéo dai nhu fluoxetine.

Cdc logi thudc serc ic khdc, vidu: han, fenfluramin va. -HT

Phéi hgp Sertralin véi cac thude khac, ma |am tang cuong tic dung cla din truyen thén kinh serotonergic nhu amphetamm,

tryptophan hojc fenfluramine hodc chat chli van S-HT, hodic thudc thao dugc, St John's Wort (hypericum perforatum), nén thuc

hién mot cdch thén trong va trénh bat e khi nao ¢6 thé do kha nang tuong téc duge lyc hoc,

Keéo dai QTc/Xodn dink (T4P):

Cac truding hop kéo dai QTc va xodn dinh (TdP) d3 dugc bdo co trong qué tinh st dung Sertralin. Phin 16n cac béo cdo xdy ra &

nhitng bénh nhin 6 cic yéu t6 nguy cd khdc ddi voi vide kéo dai QTe /TdP. Do d6, Sertralin nén dugc sir dung than trong & nhiing

bénh nhan ¢é yéu t8 nguy co kéo dal QTc.

Tang hung cdm/ gidm hung cdm:

Cac triéu ching ting hung cdm / gidm hung cam d4 duoc bédo céo xudt hién &mdt ty & nhod bénh nhéan duge didu tri bing thudc

<chdng trém cdm va thudc chdng am anh ban trén thi truting, bao gém ca Sertralin. Do 86, Sertralin nén dugc sit dung than trong

& nhitng bénh nhan ¢6 tién st hung cadm / hung ¢dm she. C&n <6 sy gidm sét chit ché clia céc béc si. Sertralin nén ngung & bét

ky bénh nhan ndo budc vao giai doan hung cdm,

Tam thdn phdn it

C4c triéu ching loan thdn c6 thé tré nén trdm trong hon & nhiing bénh nhan tam thin phan ligt.

Déng kinh:

Déng kinh <6 thé xdy ra khi didu tri biing Sertralin: nén trdnh diing Sertralin cho nhiing bénh nhan bi ddng kinh khéng én dinh,

<dn & bénh nhan bj déng kinh cd kiém sodt nén dugc theo dbi cén than. Sertralin nén dugc ngung & bt ky bénh nhén nao bi co

giat,

Tt/ ynghl 17404

Do khd nang énh nhén mudn tif tir gan lién véi cac banh nhan trdm cdm va cé thé tén tai cho dén khi cé dugc sy thuyén gidm

dang k&, nén can gism sat chit ché cc bénh nhan trong giai doan khdi ddu didu tri.

D6i tugng tré em:

Sertralin khdng nén dugc sif dung trong diéu tri tr& em v thanh thidu nién dudi 18 tudi, ngoa trir bénh nhan mic ching réi loan

&m &nh cudng buic & dé tudi 6-17 tudi. Cac hanh vi lién quan dén ty i (c6 ging ty tlrvA suy nghi ty t) va su thi dich (ché yéu 1

gy hén, hanh vi d3i nghich va tic gign) thuding dugc guan st trong cic thif nghiém Jam sang & tré em va thanh thigu nién dugc

diéu tri biing thudc chdng trdm cam so véi nhifng ngudi dugc diéu tj bing gid dudc. Néu, dya trén nhu ciu 1am sang, quyét dinh

diéu tri vin dugc dua ra; bénh nhan cin dugc theo déi cdn thin dé trénh xuat hién cac tridu ching ty 1,

Ngoai ra, c6 mat vai béing chiing iam sang lién quan dén kha ning phit trién, kha nang sinh san, su phét trién nhan thic v hanh

vi. Mot vai truding hop cham phaét trién va chim day thi da dugc bso cdo. M&i lién quan [am sang v2 quan hé nhan qui vin chua

) rang Céc béc sTphai theo doi nhung bt thuang vé sy truding thanh clia bénh nhi khi diéu tri lau dai.

@ Gt o

BEcod béo cdo vé sy chéy méau bat thudng vai SSRI bao gum chady méu da (ecchymoses va ban xudt huy8t) va cic su xuit huyét

Kkhac nhu xust huy8t tidu héa hoic phy khoa, bao gém ca xust huyet gy tifvong. Cénthan trong & nhiing bénh nhan diing SSRY,

dic biét 2 s dung dong thdi voi cic thude anh hudng dén chdc nang tidu ciu (vidy nhu thude chong déng mau, thude chdng

Ioan than khong dién hinh va phenothiazin, cac thudc chdng trdm cam ba vdng, acid acetylsalicylic va NSAIDs), nhit 12 & banh

nhan cé tién si réi loan chdy mau.

i md

Ha natri mau ¢6 thé xdy ra do diéu tri bing SSRI hodic SNRI bao gdm Sertralin. Bénh nhan cao tudi ¢6 thé c6 nguy co bi ha natri

mau cao hon véi SSRi va SNRI. Ngoai ra, bénh nhan diing thudc igi tiéu hodc ngudi bi suy gidm thé tich cé thé cé nguy cd cao hon.

Viec ngiing st dung Sertralin nén dugc xem xét & nhing bénh nhan bi ha natri mu b triéu chiing va cén dugc can thiep
yt & thich hop. Cic diu hidu va trigu chiing ciia ha natri méu bao gém dau gy, khé tap trung, suy gidm tri nhd, nham Ian,
yéuva run ray ¢6 thé din dén nga. Cic diu hidu va tridu chiing lién quan dén cic truding hap ndng han va / hoic ¢dp tinh
da bao gém do gidc, ngt, co gigt, hon mé, ngung hé hip va td vong.
Cde triéu chiing cai thudc dugc thdy khi nating diéy tri sertralin:
Céc triey chung cai thudc khi ngimg didu tri 3 phé bién, dic biét néu ngiing thudc dét ngot. Trong céc the nghiém lam
sang, trong s6 nhiing bénh nhin dugc diéu tri bang Sertralin, ty [& phn (ng cai thudc dugc béo céo [a 23% & nhing ngudi
ngling sudung Sertralin so véi 12% @ nhiing ngu‘dn tiép tuc diéu tri éng Sertralin.
Nguy ¢d clia cic tneu chiing cai thudc ¢d thé phu thudc vao mot sé yeu 8 bao gém thdi gian, l1iéu didu trj va téc dé gidm
fidu. Chéng mit, réi loan cam gidc, ri Joan gidc ngli (bao gém mét ngt vi gép dc méng), kich ddng hodc o ldng, budn non
v / hojic nén, run va nhitc dau [ nhiing phan (ing dugc bdo cdo phd bién nhét. Cic triéu ching nay & muc nhe dén trung
binh; tuy nhién, & mot 6 banh nhan, ho <6 thé bi ning vé cudng da. Chiing thudng xdy ra trong vai ngay dau sau khi
ngting diéu tri, nhung da c6 nhitng béo co rat hiém gap vé cic tridu chiing nhu vay & nhimg bénh nhan vé tinh bd (& mot
Tiéu thudc. N6i chung cic tridu chimg ny thudng ty khdi trong vong 2 tudn, mic di & mét s6 ngudi, chiing <6 thé kéo dai
{2-3 thang trd [&n). Do d6, Sertralin nén dugc gidm dén trudc khi nging diéu tri trong khodng thei gian vai tuén hoic vai
thang, theo nhu ciu clia bénh nhan,
Chitng bén chén bdt an/Tém I bdn chén:
Viéc st dung Semalm ¢4 Hién quan dén sy phat trién clia chiing bén chén bt an, dic trung bédi su bén chdn hodc khé chiu
va cdn phai di chuyén thudng xuyén di kém véi vide khong thé ngéi hodc ding yén Diéu ndy rdt ¢6 thé xdy ra trong vai
tudn dau didu tr]. 5 nhitng banh nhan phat trién cac trigu ching ny, ting fidu ¢6 thé gay bt igi.
Suygan:
Sertralin dugc chuyén héa rong réi & gan. Nén viéc sit dung Sertralin & bénh nhan mic bénh gan phai dugc tiép can than
trong. Néu Sertralin dugc diing cho bénh nhan suy gan, nén can nhic diing lidu thip hon hodc ting khodng cach gitra céc
lidu. Sertralin khong nén sit dung & nhimg bénh nhan bi suy gan nang.
Suy than:
Sertralin dugc chuyén héa phén ién trong co thé, chl mot lugng nhd & dang chuta bién d8i dugc thal trl qua nuéc tiéu. Nén
khong bét buéc phai digu chlnh liéu diing theo cc mitc dd suy than,

tiéu due
g nhung bénh nhién mic bénh tléu dudng, didu tr] bing SSRi 6 thé thay d3i kiém sodt dudng huyét. Insulin v& thudc ha
duding huyét dudng udng cé thé can phai didu chinh lidu.
Nuce ép budi:
Khong nén diing Sertralin voi nudrc ép budi.

laucoma gée déng:
SSRI bao g6m Sertralin c6 thé c6 dnh huding dén kich thudc d8ng tir nhu gisn déng t%. Hign tugng gisn déng tir c6 kha
ning tam thu hep géc mét dan d&n tang dp uc ndi nhan va ting nhan ép goéc dong, Do dd, Sertralin nén dugce sirdung than
trong & nhiing bénh nhan mac bénh ting nhén 4p géc déng hodc tién st bénh tang nhan 4p.
7.5¢ DUNGTHUGC CHOPHY N CO THAI VA CHO CON BU:
Sl}‘dlmg cho phy niY 6 thai:
5w dung Sertralin trong thai ky da dugc bio cdo |2 gay ra cac tridu chiing tuong ty nhif cac phn dng cai thudc 8 mot 58 tré
50 sinh ¢ me st dung Sertralin. Hién tugng ndy ciing da dugc quan sat & cac thude chdng trdm cdm SSRI khéc. Sertralin
khéng duge khuyén cdo trong that ky, trir khi nhing loi ich diéu tr] ma né mang lai idn hon nguy co ¢6 thé gép phai.
Tré so sinh cén dugc quan st néu ngudi me van tidp tuc st dung Sertralin vao giai doan sau clia thai ky, dic biét ia ba théng
cuBi thai ky, cic trigu chiing c6 thé xdy ra & tré sa sinh nhut: suy hé hip, tim tai, ngung thé, co giat, mdt 8n dinh than nhiét,
kh &n, ndn, ha duding huyét, tang triong Iyc co, ha huyét 4p, ting phin xa, run 1y, khéc lién tuc, khé ngt. Nhiing triéu
chitng nay c6 thé 13 do tic dung serotonergic hodc hdi chitng cai thudc. Trong phén Kin cac truding hap, céc bién ching
bt dau ngay lap tifc hogc sém (<24 gid) sau khi sinh.
Dir liéu dich t& hoc cho thdy, viéc stf dung SSRI trong thai ky, ddc biét 3 & thai ky mudn, cé thé 13m ting nguy cd ting 4p
phdi dai ddng & tré em (PPHN).
Sirdung cho phu nit dang cho con ba:
Mbt lugng nh Sertralin va cht chuyén héa N-desmethylsertraline dugc bai 1iét qua sifa me. Cho &&n nay, khéng ¢ tac
dung phu nao dugc bdo cdo &tré so sinh dugc nudi bing sifa cia cdc b me da s dung Sertralin, tuy nhién khong khuyén
céo it dung Sertralin § cic ba me dang cho con b, trif khi Ik ich mal 61; fai ién hon nhiing rii ro gép phai.
&, ANH HUONG THUGC LEN KA NANG LA XE, VAN HANH MAY M
Céce nghién ctu #am sing da chira Sertralin khang b anh hudng dén hoat dt?ng tam than. Tuy nhién, vl cic thudc hudng
than ndi chung cé thé 1am gidm kha ndng lam viéc vé tri tud va thé chit can thlet cho nhitng cong viéc c6 nguy co tiém an
nhu 4 xe hoi hogc van hanh méy méc, Do g6, bénh nhan nén dugc cinh béo vé diéu nay.
9. TUONG TAC, TUONG KY COATHUGC:
- Chéng chidinh:
- Cdc chdit tfc ché monoarmin Oxidase
Thuée tic ché MAO khéng thudn nghich (vi du; selegiline}
Sertralin khéng dugc st dung kéthop v8i cac MAOI khéng thudn nghich nhu selegilin. Sertralin khéng dugc st dung trong
ft nh3t 14 ngay sau khi ngitng diéu tri véi MAOI ikhdng thudn nghich. Sertralin phai ngung sir dung {t nhit 7 ngay trudc khi
bt dau diéu tri véi MAO] khéng hdi phuc.
Thudc dc ché chon loc MAO-A thuén nghijch (vi du: moclobemid)
Do nguy co mic hdl ching serotonin, khang nén két hap sertralin véi thudc de ché chon lpc MAO thudn nghich, nhu
moclobemid. Sau khi didu tr} bing MAOI thuin nghich, ngung sif dung it nhét 14 ngdy truée khi bat dau diéu trj bing
Sertralin. Nén ngimg sit dung sertralin trong it nh&t 7 ngay trudc khi bit ddu diéu tri bing MAOI c6 thé de nguge.
Thuéc e ché khdng chon loc MAO! thudn nghich (vl du: linezolid)
Khéng sinh Linezolid 19 mét thude uc <ché khong chon foc MAOI thuén nghsch y&u va khéng nén diing cho bénh nhan da
didu tri bing Sertralin.
Céc phan ting ¢4 hai nghiém trong da dugc bio céo & nhimg bénh nhan da ngiing sit dung MAOI gén day (vi du: xanh
methylen) v bit ddu diing sertralin hodc da ngitng didu tri bing sertralin g&n day va bat d4u didu tri MACL Nhiing phan
g ndy bao g8m run, co giat, 48 md hoi, budn ndn, ndn, d6 bling, chéng mit va ting thén nhist.
« Pimozid

Néng dé pimozid ting khodng 35% 44 dudc ching minh trong mét nghién cdu khi st dung mét liéu thap Pimozid (2 mg).
Méc du co ché clia tuong tac ndy chua dugc lam 16, do chi s6 diéu trj hep cla pimozide, chéng chi dinh diing déng thdi
sertralin va pimozid.
- Khﬁng nén diing chung vdisertralin:
Thudc te ché than kinh trung wong va ruou
Duing 200 mg Sertralin mdi ngay khong lam ting tac dung clia rugu, ¢ hodc ph in d6i véi
hoat ddng nhén thic va tam Iy & nhiing ngudi khde manh; tuy nhién, khéng nén sl dung dong thoi sertralin va nigu,
Cdc thudc serotonergic khdc
Thén trong véi fentanyl (dugre str dung trong gay mé toan than hodc trong didu tri dau man tinh), cac thudc serotonergic
khéc (96m thude chng trém cdm serotonergic, amphetamin, triptan) va vdi cac thudce opiat khic.
= Than trong khi si dung:
Thudc kéo ddi khedng th(‘/l gian QT
Nguy c¢ kéo dai QTc/ r8i loan nhip that (vi du: TdP) c6 thé ting lén khi st dung dng thdt véi cic thudc lam kéo dai khodng
QTc (Mot 58 thude chdng loan than va khang sinh)
Lithium
Can c6 cic bign phép theo déi thich hgp khi diing d6ng thdi sertralin véi lithium. Chét nay o6 thé cé tic dung thang qua
ca ché hoat hoé hé serotonergic.
Phenytoin
Mét thir nghiém & nhitng ngudi tinh nguyén khoé manh cho théy, sir dung lau dai Sertralin 200 mg/ngay khong tao ra sy
e ché quan trong vé mat 1am sang déi vai chuyén héa phenytoin. Tuy nhién, vi mét s bdo co xudt hién sy phai nhidm
phenytoin can & bénh nhan sit dung Sertralin, nén theo dai néng d6 clia phenytoin trong huyét tuang sau khi bit d4u didu
trj biing Sertralin va diéu chinh liéu phenytoin cho phi hop, Ngoai ra, viéc dung déng théi phenytoin c6 thé 1am gidm néng
dé Sertralin trong huyét tuong, khéng thé loai trif ring cdc chit gdy cm Ung CYP3A4 khéc, vi du: phenobarbital,
carbamazepin, rifampicin.
Triptan
D4 <6 nhifng bdo céo hiém hoi mé t3 bénh nhén bi yéu ¢o, ting phan xa, 18i loan, béi rél, ke lang va kich dang sau khi sit
dung sertraline v sumatriptan. Céc trigu chiing cda hdi ching serotonergic cling c6 thé xdy ra véi cic thudc khdc cling foai
(cAc triptan). N&u didu tr] d8ng théi véi sertralin va triptan, can 6 cic bign phap theo ddi banh nhan thich hep.
Warfatin
Phéi hgp Sertralin 260 mg mi ngay véi warfarin gy tng mét chut thai gian prothrombin nhung <6 ¢ nghia thdng ké, do
g6, thai gian prothrombin nén dugc theo di c4n than khi bat d8u hodic nging diéu tri bing Sertralin.
Cdc tuong tdc thudc khdc, digoxin, atenolol, cimetidine
Phéi hagp véi cimetidin fam gidm déng ké do thanh thai clia sertralin. Sertraline khong 3nh huding dén kha ning chen
PB-adrenergic chia atenoalol. Khéng ¢6 tuang téc duge quan sét thdy khi udng sertraline 200 mg mdi ngay vdi digoxin.
Cdc thuSe dnh huding d8n chdc ndng tidu cau
Nguy co chdly méu cé thé ting ién khi diing 8dng thdi vi cac loai thudc téc ddng dén chifc nang tidu cdu (vi du: NSAID,
acid acetylsalicytic va ticlopidin} hodc sif dung cac logi thudc tic ddng dén chifc nang hdng cdu ¢ thé im ting nguy co




chiy mau khi s¢t dung déng thei voi SSRI, ké ¢ Sertralin,

Thuc tic ché thdn kinh cd R6i loan t6ng thé v taivi trf dung thudc
5SRis <6 thé lam gidm hoat 8dng cholinesterase trong huyét twong dan dén kéo dai sy (e ché than kinh co clia mivacurium holc cic thubc Rat thuong gap Mat mol
Gc ché thén kinh cg khac, Thuding gip Tinh trang khd chiu, dau nguc, suy nhugc, s6t

Cdc thuc dugc chuyén héa bdi Cytochrom P450

Sertralin <6 thé hoat dong nhu mot chét e ché nhe CYP 206, CAc tuong tac ign Guan d&n 18m sing 6 thé xdy ra véi cic thubc didutrihep | 1tg3P PhU ngoai vi, 6n fanh, rSi loan dang di, khat

nhu thudc ch8ng loan nhip nhém 1€ (propafenon vi flecainid), TCAs va thudc chdng foan than dién hinh, dac biét 12 & miic liéu sertraline Hiém gap Thoit vi, gidm dung nap thudc

cao hon 50 mg/ ngay. ) . Xétnghiém/dadnh gid

Sertraline khong tc ché CYP 3A4, CYP 2C9, CYP 2C19 va CYP 1A2 & miic d6 c6 ¥ nghia lam sang. " =y

Udng ba ly nuéc ép budi mdi ngay lam ting néng do Sertralin trong huyét tuong khodng 100% trong mét nghién citu chéo & tém i LInuong gap dng can_ , —

tugng khde manh cia Nhat Ban. Do d6, nén trénh uéng muidc budt trong qué trinh didu tri bang Sertralin. frgap Tang alanin téing aspartat aminotransferase, giam can

10, TAC DUNG KHONG MONG MUGN CUA THUGC: Hiém gap Tang chalesterol mau, két qua xét nghiém Iam sang bat thudng, tinh dich bt thuting,

Budn ndn i tac dung khong mong mudn thuding gép nhit. Trong diéu tri r6i loan lo au xa hoi, r8i loan chiic nang tink duc & nam gidi xay thay di chiic ning tidu céu

ra khodng 14% a8l véi sertralin so véi 0% d6i véi gid duge. Nhing tic dung khong mong mudn nay phy thuge vao fiéu ugng va thudng

thodng qua khi tiép tuc diéu trj. Chdn thuong, ngé dc, bién chiing do tha thudt

Thuding gap

Nhiém tring dudng hd hap trén, viém hong, viém mdi

ftgdp
Hiém gap

Viém da day rudt, viém tai gida.

Viém tii thifa nhé & rudt

Tang sinh mé Ianh tinh, dc tinh va khdng xdc dinh {bao g6m <& u nang va polyp}

Mot s6 tac dung khong mong mush chia thudc dugc it ké trong bang sau c6 thé gidm cuding 46 va tan sudt khi tigp tyc didu tri va thuding Thudng gap [ __Chan thuang
lrib??r? danden"(gf{r/‘?o?ié:”‘!‘ (217100 t6i <1/10), /1,000 16 <1/100), iy =1/ /1,000), ¥t hi Thi thedt phs thudt 2
&t thuding gép (= , thuéing gép (= i < , it g&p (21/1,000 t6i < , hiém gap (21/10,000 t&i <1/1,000), rét hiém gap Ty o i
(<1/10,000), chua biét (khong thé ddnh gia ti cac dirli2u <6 san). Hiem gip [ T thust gian mach
Nhi€m tring va nhiém khudn Cac trigy ching cai thudc khi ngifng diéu tri sertralin:

Ng\‘mg sertralin (dic biét ngiing d6t ngot) thuding dan dén tridu chiing cai thudc. Chéng mét, réi loan cam gidc {bao
gom cim gidc bat thiring), 15t loan gisc ngli (bao gém mét ngti va d&c mong), kich déng hodc o ldng, buén ndn vashodc
non, run va dau dau 1 cdc béo cdo thudng gap nhit. Nhin chung, cdc bién 6 ndy 6 mifc d& nhe dén trung binh v3 ty
gidi han; tuy nhién, trong mot s6 bénh nhan c6 thé ning va/hodc kéo dai. Do d6, khuyén cdo gidm lidu tirtlf khi ngling
thudc sertralin.

el &

i qap - l - Téng sinh md Thudc tc ché tai hap thu serotonin chon loc va khang chon loc ké ca sertralin c6 méi lién quan véi céc truding hop gidm
R6i logn hé thong mdu va bach huyét natri mau c6 ¥ nghia 13m sang trén bénh nhan cao tud, I3 ngudi cé nguy co cao gép cic tic dung khéng mong mudn
Hiém gap Viém hach bach huyst, gidm tiéu cdu, gidm bach cau ndy.

= oy Té em:
R logn h théng mién dich , I Trang hon 600 bénh nhan nhi dugc didu trf bing sertrafine, hd so'téng the cii2 cac phan ting bt i ndi chung tuong
ltgap | Man cam, di éng thi tidt ty nhu @3 thy trong cac nghién cliu & ngudi I6n. Cac phan ting bt (o sau d dugc bao céo tif cc thi nghiém c6 d6i
Hiém g3p | Phan ling phan v chiing (281 bénh nhan diéu trj vi sertralin):
Gt loan ndi tiét Rdt thudng gap (=1/10): dau déu (22%6), mat ngli (21%), tidu chdy {11%) va budn nén {159%)
o - Thudng gap (=1/100 dén <1/10): dau ngyc, hung cdm, sdt, ndn, chan n, cam xdc bat on, hung hing, kich dong, lo ldng,
tgdp | Suygidp 16i loan chi ¥, chéng mit, ting déng, dau nita dau, mo mang, run, S loan thi giac, khd migng, khé tidu, & mong, mét
Hiém gap Ting profactin mau, bii tiét hormon chéng bai nigu khdng thich hop mai, tiéu khdng tu chi, phat ban, mun, chdy mau cam, 43y hoi.

Rbiloan chuyén hoa va dink difong

Thuding gdp

Chan an, thng them an

It gdp (21/1000 dén <1/100): QT kéo dai, <6 ty 1, co gidt, r6i loan ngoai thép, bt thudng cam gidc, trém cam, do glac,
ban xuit huyét, thy gép, thi€u mau, chic ning gan bit thudng, tang alanin aminotransferase, viém bang guang,
herpes don dang, viém tai ngoi, dau tai, dau mat, tit gidn ddng tu, cdm gide kho chiu, ddi ra médu, ban myn mi, viém

Hiém gap ] Téng cholesterol mau, d4i théo dudng, gidm dudng huyét, ting duding huyét, gidm natri méu mii, chiin thuang, gidm cén, co gist co, gisc mo bit thudng, thd o, albumin nidy, dai rat, da niéu, dau vy, rdi loan kinh
R loan thén kinh nguyét, héi toc, viém da, réi loan da, mau da bt thuding, may day, nghién ring, dé biing.
T Tt o3 — Chua 6 tdn sudt: dai dém

Rat thutmg 93p Matngd Théng bdo cho bdc sTnéu g:;zyp phéi cdc tdc dung khéng mong mutn khi diing thudc
Thasding gdp Lo 4u, trém cam, kich ddng, gidm ham mudn tinh duc, bdn chén, 16i loan dang co thé, 11, QUA LIEU VA CACH XU TRI: . L .

can 4c méng, nghién rang ldc ngl Béc tinh: Sertralin ¢é khodng an toan phy thugc vao ddi tugng bénh nhan vi/hodc thude phdi hgp. Cic trudng hop tir

= — —— - - - - - - - vong da dugc béo cho 6 lign quan dén qué liéu sertralin, dling dan doc hodc két hop véi cc thude khac vashodc rugu,

ftgsp ¥ dinh/hanh vi ty tl lozn tinh thén, suy nghl bat thudng, thes o, 3o gidc, hung hang, hung phén, Do d6, khi qué lidu cin dugc diéu te tich cyc.

chitng hoang tudng. Triéu ching: CAc tridu ching qua liéu bao gém céc téc dung khdng mong mun qua trung gian serotonin phit mét ng,
Hiém gap Réi loan chuy&n doi, ac mong, lé thudc thudc, mang du, xuat tinh sam réi loan tigu héa (nhu budn ndn va ndn), nhip tim nhanh, run, kich d4ng va chong mat. Hon mé ciing dugc bdo cdo mic

RGi fogn hé thdn kinh trung uang

R&t thuong gap

Chéng mit, dau ddu, mo mang

dui véi tan sudt gap it hon,

Khoang QT kéo dai/Xodn dinh dugc bdo cdo sau khi qui liéu sertratin; do 86 theo ddi ECG dugc khuyén céo khi udng
qué liéu sertralin,

Cdchxirtr:

Thuding gap Run, rdt loan van déng (bao gém cac triéu chiing ngoai thap nhu ting dong, téng truong Iyc co, Khon, g e a N N < PR
P O . b, G g ¢6 thudc gidi dac dic hiéu véi sertralin. Khuyén cdo tao va duy tn duting thd va, néu can thiét, dam bio cung
tBiloan triang Iuc <0, nohién ring hoic déng di bt thuding), bt thifdng cAm gidc, tang truang ¢3p oxy va thong khi day du, Carbon hoat tinh, c6 thé dugc diing cling véi mét thusc tay nhe, c6 hiéu qua hu hosc
e cd, gidm chat ¥, loan vi gidc hon rita rudt nén duge can nhic khi didu ] quaé lidu,
ftgsp Chiing hay quén, gidm cam gidc, teo cd ngoai ¥, ngét, tang truang lyc co, dau nifa du, co giat, Gay ndn khong dugc khuyén céo. Bién tim d6 (nhu ECG) va theo dai ddu higu séng con cting dugc khuyén cdo, cling
chéng mit t thé, bt thudng phéi hop, 31 loan ngdn gl Vi cac bién phép didu trj trigu ching va bién phip hé tro. Do thé tich phan bé ca sertralin lan, ép lgi tiéu, tham tach
- mau, loc méu hap phu va truyén thay méu dudng nhu khdng c6 Ich.
Hiém gp Hon mé, ching bdn chdn, 6t loan trudng b, ting cam, co mach méu néo (bao gém héi chiing 12, DAC TINH DUGC LYCHOC:

o mach méu néo c6 héi phyc va hdi chiing Call-Fleming), chan khéng nghi tam than van déng,
réi loan cam giac, chiing mda vén, cac diu hidu va trigu chifing lién quan dén hi chiing serotonin
haiic héi ching 4c tink do thudc an than da dudgc bie cdo: Trang mét s6 truding hop <6 lién quan
véi viec phéi hgp céc thudc serotonergic bao gdm kich dong, 10 1in, toat mé héi, tiéu chay, sot,
tang huyst 4p, co cling va ting nhip tim

i logn mat

Ma ATC: NOSABOS
Nhém dugc Iy: Thudc e ché t8i hdp thu serotonin chon foc

o chy dung:
1 chat Gt ché manh va dic higu véi si hip thu serotonin & t& bo than kinh (SHT) trong in vitro, ma dén dén
stang tac dung véi SHT trén dong vat. N6 c6 tac dung yéu d6i véi téi hip thu norepinephrin va dopamin & té bao than
kinh. G liéu lam sang, sertralin phong bé sy hap thu serotoin vao tidu cdu ngudi. N6 khéng cé hoat tinh kich thich, an
thén hojc khéng cholinergic hodc gay ddc trén tim & déng vit, Trong cac nghién ciu <6 d6i chiing trén tink nguyén

Thuding gap R&i Joan thi gidc vién khde manh, sertralin khdng gay an thn va khang can thiép vao hoat déng tim thdn. Tuang ng véi sy e ché
Ttgap Tat gian dong t chon loc h&p thu 5-HT, sertralin khdng [3m tiing hoat tinh h catecholaminergic. Sertralin khéng c6 &i lyc véi thy thé

2 s e - — - TOTTT) clia hé muscarinic, i inergic, adh ic, histaminergic, GABA hodc thy thé benzodiazepin. St dung
Hidgm gép Am diém, tang nhan 4p, nhin do}, chiing sg anh sang, xuat huy&t tién phong, ddng tirkhéng déu, 1au dai sertralin trén dong vat cé lign quan dén gidm diéu hoa cha thu thé norepinephrin & ndo nhu da quan sét dugc

tim nhin bt thudng, r3i loan tuyén (&

R6i fogn tai va ddm réi tai trong

trén [8m sang voi cac thude chdng trém cdm khac.
Sertralin khong gy nghién. Trong mét nghién ctru ngéu nhién, mu doi, d6i chiing vai gid duge, so sénh kha ning gay
nghién cUa sertralin, alprazolam va d-amphetamin trén ngudi, sertralin khong tao ra cac dnh hudng tich cyc cho thiy

Thuong g3p Jtal tiém naing gay nghién. NgUac lal, ty 1& & alprezolam va d-amphetamin Ion han déng k& so vdi gié dugc khi dénb gié su
frgsp | Dau tai thém thudc, trang théi phé thudc va kha ning nghién, Sertralin khdng gy kich thich hoic lo ling nbu d-amphetamin
R} loan tim hoic an thén va t8n thuong tam than van déng nhu alprazolam.
T y = Tréem:
Thuong gep Danh tisng nove Khéng cd diffiéu diing thusc cho tré dudi 6 tudi
ltg3p Nhip tim nhanh, r6i loan tim 13. DACTINH DUQC BONG HOC:
Hiém gap Nhéi mdu cd tim, xodn dinh, nhip tim cham, khodng QT kéo dai Hdp thu: R ; .,
261 loan mach & ngudi, sau khi udng iéu 50 - 200mg, mét an m&i ngay trong khoang 14 ngay, néng do dinh trong huyét tuong cia
Fogn mad - sertralin dat dugc sau 4,5 - 8,4 tiéng sau khi udng thudc. Thic &n khéng fam thay d8i sinh kha dung ctia sertratin,
Thudng gip Néng bing Phén bd:
it gap Chay mau bt thuding (nhu chdy mau tiéu héa), ting huyét ap, dé bitng, dai ra may, Gén 98% thudc tudn hoan gan véi protein huyét tuang.
Hiém gap Thiéu mau ngoai vi Chuyén hda:

RGi logn hé hdp, nguc va trung that

Sertralin bi chuyén héa busc mét qua gan manh.
Dya trén cic difligu [am sang va in-vitro, c6 thé két ludn rang sertralin dugc chuyén héa qua nhiéu con duding bao gém

Thuding gép Ngép CYP3A4, CYP2C19 va CYP286. Sertralin v3 chit chuyén héa chinh ctia né desmethylsertralin ciing [a co chdt cha
ft gip Khd thd, chay mau cam, co that phé quan ;gd'fyt‘,‘?uf”‘“e'“ trong in-yitro.
Hiém gip Thes gép, bénh phdi ke, co that thanh quan, khé phét am, th kho khe, the cham, ndc Nifa 434 trung binh clia sertralin khodng 26 tiéng (22-36 gid). Phis hop véi thdi gian ban thai cudi ciing, cd s tich 1ay
Rdi logn tiéu héa xdp xt 2 |3n dén ndng 8¢ & trang théi 6n dinh, trang thai ma dat dugc sau 1 tudn khi dung liéu mot ténémﬁi ngdy. Niia

v? T Y ry Py ddi ctia N-di tralin trong khoadng 62-104 tiéng. Sertralin va N-desmethylsertralin déu chuyén héa manh &
Rat thubng g3p B”‘?“.'.‘é"'.“e; T ngUBiva chc chit chuyén héa tng hop duidc thal tri trong phan va nudc tiéu véi fugng tuong te. Chl mat higng nhé
Thuding g3p Kho tiéu, téo bon, dau bung, non, ddy hoi (< 0,29%) sertralin dang khong d6i tha tris trong nuée tidu,
ltgip Phan mau den, r&i loan rang, vidm thuc quan, viém Judi, trf, ting tiét nu6c bot, khé nudt, ¢ hoi, Tink tuyén tinh/khong tuyén tinh:

Si foan ludi Sertralin cho thdy dugc dong hoc ty 1 thusn véi liéu trong khodng 50-200mg.
Figm g5p ToE riéng, vism 1y, G Hen ta e To, Togt 1o, loét da day Duge ding hoc trén nhém bénh nhan dde bigt:
R6i logn gan mat Dugc dong hoc cita sertralin da dugc nghién i trén 29 118 em tudi tif 6-12 tudi v 32 tré vi thanh nién tudi tir 13-17
Hiém gép [ Chic niing gan bét thuding, cdc véin dé vé gan nghiém trong (bac gdm viém gan, vang da va suy gan} tudi. C&c benh nhén dugc didu chinh lidu tir it téi 200mg/ngay trong vdng 32 ngdy, hodc duge udng vdi lidu khdi ddu
& Toan da vé od dudida hodc ting fidu tiing budc 25mg, hodc udng véi liéu khéi dau hodc tang liéu 50mg. Phéc 46 25mg va 50mg cho thiy kha
— e néing dung nap tuang ty. & trang thai 6n dinh véi lidu 200mg, ndng &6 sertralin trong huyét tuang & nhém bénh nhan

Thudng g3p Tang tiét m hoi, phat ban 612 tudi cao hon 359 khi so sanh vai nhém 13-17 tudi, va cao hon 21% s vdi nhém ngudi i6n. Khong 6 sy khéc bigt
It gip Phi gquanh h8c mat, may day, héi, ngua, ban xudt huy&t, viém da, da kho, phi mat, mé héi lanh dang ké gitta nam gisi va nlf gidi vé do thanh thal. Do do, Hiéu khdi ddu thip va diu chinh liéu 25mg dugc khuyén cdo
iém g3p Céc phan ting Khong mong mudn da nghiém trong duigc bo céo hiém gap: nhu hdi chiing chotré em, dic bigt uditr c6 <an nang thép.Tie vi thanh nién c6 the ding liéw nhut ngudldn.

Steven-Johnson, hoat tif thugng bi, phan ng da, nhay cam véi dnh sang, phit mach, két ciu toc
bt thudng, mau da bit thudng, viém da phdng rop, nang phat ban

Réi foan cd xuadng v mo lién két

Dugc dong hoc trén tré vj thanh nién va ngudi cao tudi khong 6 sy khac bigt dang ké véi ngudi i6n tir 18 - 65 tudi

Suygan:
Trén bénh nhan tén thuang gan, nita 43 clia sertralin kéo dai va AUC ting gép 3 tan

ro— oy than:
Thudng gap Dau lung, dau khdp, dauco Trén bénh nhan suy than mic 83 trung binh dén nang, khéng c6 sy tich ly déng ké sertralin,
ftgap Viém xuong khdp, gidt ca, cng <o, yéu co Duge v gen: )
¥ Hiémos Tiew e van. 181 Toan xuom, Néng d6 ctia sertalin trong huyét tuong cao hon khodng 50% véi ngudi ngheo chuyén hoa CYP2C19 so véi ngudt
! )2m 9P Al 9 chuyén héa manh, Y nghta lam sang khéng 6 va bénh nhén can dugc didu chinh liéu dua vao dap ting am sang.
| Chuard Ching cting Khit ham 14, QUY CACH DONG GOL: "
i & 3 i Zve Hop 06 vi {Nhém ~ PVC) x 10 vién va 07 t& huéng dan sif dung
) Rdilogn hé sinh sdn va tuyén vi - — 15. BIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG:
{ Rt thuong g3p Khong thé xudt tinh - B30 quan: Nai kha, tranh nh sang, nhiét do khang qua 30°C.
; Thuding gdp Kinh nguyét khéng déu, 1éi loan cuong duong -Han dung: 36 thang ké tif ngay san xust. Khéng ding qué thai han ghi trén bao bl
" . -~ ~ - - e —— -Tidu chuan chat [uong: Tiéu chudn co sd.
tgap RGi loan chifc néng tinh dug, rong kinh, chdy méu dm dao, rdi loan chic ning tinh dyc & ni gidi 16. NHA SAN XUAT: CONG TY 6 PHAN DUQC PHAM WEALPHAR
Hiém g3p Hoi chiing da tiét sita, viém teo am dao, khi hu, viém bao quy dau, nir héa tuyén v, cuong duong ia chi: L6 CNS, Khu cong nghiép Thuy Van, Xa Thuy Vén, Thanh phé Viét Tr, Tinh Phu The.




