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EXULTEN

Sertraline (dudi dang Sertraline Hydrochloride) 50 mg

Vién nén bao phim

Thuéc chéng trdm cdm
THANH PHAN
M&i vién nén bao phim chila:
Seriraling (dUS dang line Hydrochioride) 50mg
Té duge: Hydroxypropylcellulose, Dibasic Calclum Phosphate Dihydrate, Mi
Cellulose, Sodium Starch Glycolate, Magnesium Stearate, Opadry White.
DUGC LYC HRC

Sertraline HCI la din chét ciia naphthalamin, c6 tac dyng chdng trém cdm do dc ché chon loc tai
thu héi in (Selective S in R ke Inhit SSRI) tai mang té bao thin kinh tién
synapse. Sertraline HCI it hosic khing co tac dyng Jc ché i thu héi norepinephrine va dopamine.
N6 khéng Uc ché monoamine oxidase va khéng cd &l o nhidu vdi cdc thy thé al- hay a
2-ad gic, f-ad gic, hi in, thy , GABA, epine, hodc thy thé
dopamin. Do do, cac tac dung phy trén h§e cholinergic (nhu khé miéng, md mat, bi tidu, tdo bon, I
I&n), trén thy thé a-adrenergic (giam huyét ap tu th ), tréin thy thé histamine (vi dy budn nga)
thép hon so vdi cac thudc chdng trdm cdm ba vang truyén thing.

DUGC BONG HQC

Hép thu: sertraline HCI hdp thu chim qua dudng uding. Thai gian dat néng d dinh (Cmax) xudt
hién trong khoding 4,5 dén 8,4 gid sau khi udng lidu ngay mét I&n 1 50- 200 mg trong 14 ngay.
Sertraline HCI dat dugc trang thai néng 88 &n dinh sau khi uding liéu thudng xuyén trong mt tudn,
Phiin bd: sertraline HCI phan bé rong réi vio cdc mb va khodng 98% lién két voi protein huyét
tudng. Thé tich phan bé cla sertraline HCI tudng déi ldn (khodng 20 Likg).

Chuyén héa: sertraline HC] dugc chuyén héa phén Idn & gan, chi mét lugng nho sertraline HCI (<
0,2%, duge dénh ddu phong xa) dugc dao thdi qua nudc tidu & dang khéng déi sau khi udng.
Budng chuyén hoa chinh cla sertraline HCI la sy khit metyl thanh chdt batl hoat
N-desmethylsertralin thdng qua cac isoenzyme ctytochrome P450. Sau dd qua trinh chuyén hoa
s@ liép tyc va thubc sé gén két vai glucuronide.

©6 bénh vé gan. Chua co nghién ciiu vé viéc sif dyng sertraline HCI trén bénh nhan suy gan trung

binh vl néing. Lidu thap hodc sé 1dn sif dyng it dugc khugﬁn nghi trén cac bénh nhan nay.

Liéu diing & bénh nhén suy thin: Sertraline dudc chuyén hoa phén I6n trong ca thé, chi déo thai

mit higng nhd thude dudi dang chua bifin d6i qua nudc tidu. Do dé liéu lugng cla sertraline khiing

cén phéi diéu chinh theo mdc dd suy thn & nhiing bénh nhén nay.

Ngung diéu tr:

= Gigm sél ch3l ché cdc bénh nhan cd triéu ching §én quan dén viée ngung sertraline HC,
SNRIs va cdc SSRIs khic.

®  Khuyén cdo giam lidu din dédn hon 1a ngung didu tri dot ngdt.

" Xem xét khéi phyc lidu ding tride dé néu céc triéu ching khdng mong mudn xay ra sau khi
g?m lidu hodc ngung trong e didu tri. Gidm liéu o6 thé duge 1igp tye nhung & mue db chim

n han.

CHONG CHi BINH
®*  Qué man vdi serraline HCI hofic bat cif thanh phdn ndo cla thubc;
®  Sif dyng dbng thdi vdi cdc thudc e ché men i idase (IMAQ), pi

THAN TRONG
Hanh vi ty st va cac thudc chéng trdm cam
Cdc nghién citu Iam sang ngdn han trén tré em va tré vi thanh nién bj réi loan trdm cam nang va
rdi logn tam thén khic cho thdy cdc thudc ching trdm cam lam ting nguy cd cd § dinh va hanh vi
1y sdt. Cdn than trong dénh gia gidta nii ro so vdi viéc cdn sertraline HCI (hodic bl ol thuc chiing
trdm cém nao) trén lAm sang & nhiing bénh nhan nay. Céc nghién ciu ngén han khang cho thay
sif téng nguy cd hanh vi ty st vdi thudc chéng trim cim so vdi gid dude & ngudi Idn trén 24 twéi;
gidm nguy cd vdi thudc chéng trdm cim so vdi gid dugc d ngudi gia b 65 tudi trd 1én. Bin than
trdm cam va mdt s6 rdi loan tam thén khic cing hén quan dén sif 1ang nguy co ty sat. Quan st
ki bénh nhan céc lia tudi 48 cé thé phat hién nhiing ddu hidu IAm sang cho thiy bénh nang han,
hay hanh vi ty sat, hay thay di hanh vi bat thudng. Céc thanh vién trong gia dinh va nguéi cham
s6c nén gidm sat cht ché bénh nhan va gid lién lac thudng xuyén vdi bac si. Sertraline HCI khing
dugc chap thuan ding cho bénh nhin nhi, ngoai trl nhiing b&nh nhén r8i logn &m anh cuding ché.
Cénh bao din tién xdu trén lam sang
Bénh nhan ngudi ldn va tré em bi rdi loan trdm cdm néng cd thé trdi qua dién tién x&u cha trdm
cam vahodc xudt hign § dinh va hanh vi (Iy st) hodic thay d6i b&t thudng trong hanh vi. Diéu nay
6 thé hién dign cho d&n khi thuyén gidm lam sang qua gud trinh trj lidu. Ty s41 duge bidl 14 nguy
co tif trdm cdm va mot 8 réi logn t&m thén khac, vé chinh ban than nhiing réi logn nay la nhifng
yéu 16 dyy bdo manh mé nhét clia ty sat. Céc thudc chéng trdm cdm cé mat phédn vai ird trong vide
::ém xﬂ‘; di bénh trdm cam va xudt hién ¥ tudng hanh vi iy sét & mét s8 bénh nhan trong giai doan
u digu tri.
Lo &u, kich déng, con hoang loan, mat ngd, dé bi kich thich, thai dd thi dich, hung hang, bic ddng,
ngéi — néim khing yén (14m thdn van ding, bén chén), hung cim nhe va hung cam, va sy xiu di

N v 2 s + o 1 ¥
Thai tri: thasi gian bén thai sertraline HCI khodng 26 gid. Sertraline HCI dugic thai tnf chi yéu dudi clia bénh trdm cam va/hodc xuét hién thai thic 1y st din d&n sy hinh thanh hanh vi by sat. Xem
ang chuydn hoa ra phan va nudc tidu vdi lugng x&p xi ngang nhau. xét thay ddi phac d6 diéu trj hodc ngung diéu tri déc bigt 1a khi xuat hién cc tridu chiing nang, ddt
h hudng bdl thilc in ngdt khdi phat, hodic bidu hién céc triéu ching mdi chua tifng hién dién & bénh nhan. Néu viéc
Thic &n lam tang nhe di¢n tich dudi dudng cong (AUC) cta sertraline HCI, ndng dd dinh ting ngung didu trj da dugc quyét dinh, thu hep liéu serraline HCI cang nhanh cang 161, nhung cén can
khodng 25% va !hdl_glan dat dugc ndng dé dinh (Tmax) 1 8 giés xuéing con khodng 5,5 gid; mac nhéc lgi ich nguy ca do nging thudc dot ngét. *
“ﬂm:wm? u hign khong dang ké. Khuyéﬁ'n nghij ké toa & lidu Iugng phit hgp nhd nhat nhdm quén Iy t5t bénh nhan, trdnh nguy cd
X . ud lidu,
B0 thanh thai sertraline HCI huy&t tudng & ngudi gia thap hon khodng 40% so vdi nhilng ngudi tré. 9
Giam thanh thai desmethylsertraline d 41thay & nam gidi Ian 8l nhung chua 7 gidi, Sang loc réi logn ludng cye
i S B desosiy 8. v e & ELReLI gt ¥ 0 ook Réi logn lufing cyc ¢ thé biéu hién ban ddu nhu mdt con trdm cim nang. Diu trj giai doan trim
cHi BINH cém nang chi vdi thudic ching trdm cim c6 thé lam tang nguy cd xust hién con hung cam hay con
nguai lon, EXULTEN dugc chl dinh dé diéu tri: hén hgp & nhilng bénh nhan cé nguy cd rdi loan ludng cyc. Sang lpc bénh nhan diy dd vdi cdc
Réi logn trdm cam nang (MDD) triéu chifng ciia trdm cdm néu ho cé & nhom nguy cd r8i loan IUdng cyc trude khi bat déu didu tr
Réi logn &m &nh cudng ché (OCD) béng thudc chéing trdm cam. Céc chi 1iél tién si tam thin (nhu gia dinh ¢ tidn sif vé 1y sat, rbi
Réi logn hoang sg cé hay khéng chiing sg khoang rong logn ludng cyc, trdm cam) ciing dua vao qud Irinh sang lgc. Sertraline HCI khang dugc chi dinh
R&i logn stress sau chén thudng (PTSD) cha 1i loan ludng cye.
ggi E" E :H m%*: T;..!':M*?Eé ki Kha nang tudng tic véi nhém IMAO
htidortie bl e U o 4 — Cé phan Ung nghiém trong vé tham chi tif vong thinh thodng x4y ra khi diing két hgp thudc chéng
& tré em (twdi tir 6 dén 17), EXULTEN dugc chi dinh diéu tri rSi loan &m dnh cu@ng ché, ¥ //1"" 005 trém cam (bao gém sertraline HCI) va nhém IMAO. Céc riéu ching tuong t4c thubc bao gém st
Y 7 o 2 ~ . cao, cling cd, rung gidt cd, bat 8n thin kinh ty dong co thé dién ra vdi kha ning nhanh chong thay
lﬁlfrgl&guo:gﬁug:gc:;ﬁ sgttfil{‘l!‘gu salonmns nclivil ,/*?" mﬂ.m délu higu sinh t8n, cing vdi trang thai tam thén thay dafi (bao gdm béi rdi, dé kich thich, v
s A jeh dong manh dan dén mé sdng va hon mé). Hoi ching thin kinh dc tinh da dugc quan sél thiy
Chi ginh Liéu dung chonguditen | & / ONG TY 38168 trubng hop. Nhilng phin ng nay xdy ra c& 8 nhilng bénh nhan gén day ngung diéu tr
RGi loan trAm cam néing LIéu khai dau: 50 mg ngay mo! 14n. L.,Q TNHH bang §SRI (bao gom seriraline HCI) va bt ddu véi mot IMAO. o
Réilogn 4m anh cudng ché | = Lidu ding cé thé duge 1ang véi khodng Bagh § nhat 1 Knong ding sertraline HC1 kit hgp véi mot IMAO, hodc trong vong it nhéit 14 ngay ké tif khi ngung
tudn, dén tdi da 200 mg/ngay. il WUNITED dné:ér{wi IMAQ. Bugc phép bt déu diéu tri IMAD & nhiing bénh nhan da ngung sertraline HCI
Réi loan hodng sg Liéu khéi ddu: 25 ma ngay mot l4n || it ni ] 114 ngay.
Réi logn stress sau chdn | Sau mét tudn, liéu nén dugc ting lén dén 50 mqnf@l NR“DNA&QFMU Serotonin . ) g )
thueng ngay. i\ A A Hai ching serotonin cd thé gay 1 vong va duge dic inng béi sy thay déi trang thai tam thén (nhu
Réi logn lo &u xa hoi = Lidu ding cb thé dugc tng vai khodng cadh éq;m 1 IAA _kich dgng, o gidc va hn mé), bt 8n than kinh thigc vat (nhu nhip tim nhanh, huyét ap khong én
tudn, dén 15 da 200 mg/ngay. N D2 <" -dinh, than nhiét ting), sai léch thin kinh cd (vi dy: ting phin xg, mat phéi hgp) va/hodc céc tridu
Ao To 80 trudc ky Kinh Lidu khoi dau: 50 a 1 IZn, hoac dang hAngapay’ < 7 chdng tigu hda (vi dy: budn nén, ndn, tigu chiy) co thé xay ra khi ding sertraline HCI, déc biét la
| e e :Lnn"m {771k sit dung g thd céic thuc-nhém serotonin nhu SSRis, SNRS, triptan va cic thudc lagy giém
1 bit ddu 2 tudn trudc ky kinh va tiép tyc dén hét ngay kinh sy trao ddi chét cla serotonin nhu cic IMAO. :
d4u tién) cla chu ki kinh, Khong ding sertraline HCI vdi cac IMAQO va tién chat serotonin nhu cac chit bé sung
- = Liéu diing co thé dugc tang thém 50 mg mdi lan khi bat Khuyén cdo nén quan st bénh nhan cdn thén, dic bigt trong subt didu tri khdi du va nhiing
ddu chu ky kinh mdi nhung 16i da la 150 mgingay khi diéu chinh lidu, khi sertraline HCI dugc diing déng thdi véi SSRI, SNRI, hodc chit chil van thy th
diing lién tyc hoac chi 100 mg/ngay trong pha hoang thé 5-hydrotryptamine (triptan). g
= Néu diing liéu 100mg/ngay & pha hoang thé, diéu chinh Hoat héa hung cam/ hung cim nhe: hung cdm hay hung cim nhe da dugc bdo cdo 4 cdc bénh
ligu nén dﬂn% la 50mg/ngay trong 3 ngay déu cla méi nhén diing sertraline HOL. it
phist iokig Gidm can: seriraline HCI cé thé 1 nguyén nhan gy gidm can ddng ké, la tdc dyng ngoai ¥ xéys
Ho#c theo sy hudng dan cla bac si. ra & mét s6 bénh nhén. o

Liéu diéu trj réi loan am anh cuing ché cho tré em (tudi tir 6 d&n 17)

Nhém tudi Liéu khdi ddu khuy&n nghij
6-12 25 mg ngay mdt ldn
1317 50 mg ngay mt ldn
=  Liéu co thé tang lén dén 200 mg/ngay cho nhilng bénh nhan khang dap Ung & iéu khdi ddu
25-50 mg'ngay.

= Bé tranh qua liéu, cdn xét dén trong lugng thép d tré em trudc khi tang lidu.
= Nhiing thay ddi liéu lugng khdng nén duge ti€n hanh vdi khodng cach ft hon 1 tudn,

Hoiic theo sy hudng din cla béc si.

Bidu tri duy trif Lién tyc/ Md réng

Vin chua rd co hay khng sy gidng nhau gilta lidu duy tri so vdi liu diéu tr| dé dal dap \ing ban
déu. Ding lidu hidu qua thip nhat va danh gia lai bénh nhan dinh ki dé xac dinh hudng didu tri
cén thiét 1a duy tri hay didu trj tiép ye.

3 ng dugc duy trl

R&l logn trim cam néng: hiéu lyc cla sertraline HC! 1én rdi loan trdm cam nd
trong 44 tudn theo sau B ludn diéu Irj khdi ddu vdi liéu 50-200 mg/ngay.
® Rdl logn stress sau chiin thudng: higu lyc cla sertraline HCI Ién rdi

= Rdi logn lo du xa hi: hidu lyc clia sertraline HCI 1&n rdi loan
duy tri trong 24 tuéin theo sau 20 tudn diéu tri khdi ddu vai liéu

3 chu ky kinkchua duge ghi”
clia bénkynianyi da ;

ciban: )
: mmg"%*:?

chu ky kinh).
Chuyén diéu tr| 8 nhiing bénh nhén cé diéu trl moncamine oxidase int
ngung ding it nhit 14 ngay IMAO trudc khi trj liéu vdi sertraline HCI hofic ngim
ngay trudc khi bt ddu ding IMAO.

Liéu ding & nhiing bénh nhén suy gan: than trong khi sl dyng sertraline H_ﬁ @}?E&w&u?RUO N

Jot.

Co gi§t: sit dyng sertraline HCI mél céch than trong & nhilng bénh nhén cé 16i loan co giat;

Céc triéu chiing di kem khi ngung diéu tri sertraline HCI 9

Tam trang hodng loan, kich thich, bén chén, chéng mat, nhidu loan cam gidc (vi dy dj A

gidc nhu dién giat), lo léng, béi 18i, dau ddu, ngd lim, cAm xic khong 6n dinh, mat vé hung

cém nhe la nhilng bigu hién ién quan dén sy ngung ding (dc biét ka khi d5t ngbt) sertraline HCI

va cac SSRI, SNRI khdc. Nhilng trigu chiing nay thudng ty gidi han nhung cling cé nhiing bdo cao

triéu chifng ngung thudic ndng xdy ra.

Theo ddi céc triéu chitng trén bénh nhan khi ngung diéu tri sertraline HCI, BAt cif khi ndo o thé,

khuy&n cdo gidm lidu 1 1 hon 13 45t ngdt chdm dut. Xem xét ding lai liéu ké toa trude dé néu

xudl hign cdc trigu ching bidu hién finh trang khéing dung nap xdy ra sau khi gidm hodc ngung

diéu tri. Tiép e gidm héu nhung vdi 1éc dé cham din hdn nifa.

Xudt huyét bt thudng

Céc thubc tam thin can thiép vao 1ai hdp thu serolonin (bac gdm sertraline HCI) 6 lién quan dén

xudit huyél fibu héa trén, nhu khd nang khi ding NSAID hodc aspirin. Nguy cd xudt huyét ting l&n

khi diing sertraline HCI cing vdi cdc NSAID, aspirin hodc cdc thusic dnh huding dén sy déng mau

khdc.

Higu qué gidm nhe axit uric (uricosuric): sertraline HCI c6 thé gay gidm axil uric huyé! thanh, ¥

nghia lAm séng cda hiéu qua gidm axit uric thi chua duge bist dén.

S dyng thudc trén bénh nhin cé bénh déng thdi khic

Ding sertraline HCI thian trgng trén nhilng bénh nhén cé nhilng bénh hodc nhiing diéu kién cd thé

inh huding dén chuyén héa hodc dp Ung huyét déng. Sertraline HCI chuyén hoa phén idn & gan.

Anh huéng cla sertraline HCI trén nhilng bénh gan vila va ndng chua duge nghién cdu. Than

trong khi s dyng sertraline HCI trén cac bénh nhan cd bénh gan. Lidu sertraline HCI thdp hodc it

hon duge khuyén cdo cho cac bénh nhan suy gan.

Ha natri huyét

Tinh trang ha natri huyét dugc bao cdo I héi phyc khi ngung ding sertraline HCI. Trong mit s&

truding hgp da cé ha natri huyét do bat thuiing hoi ching bai tiét cia hormone chdng Igi tidu. Da

s cac truang hqp xay ra trén bénh nhén 16n tudi va/moac & nhiing bénh nhan dang ding Igi idu

hodc bi gidm thé tich. Cdc du hidu va trigu cnﬂrﬁcﬂa ha Natri huyé! bao gém dau ddu, khé tip

trung, giam iri nhd, nhdm ln, yéu co, mat thing bang va c6 thé bi nga.

bt:n;u il trl: Cén nhdc ngung setraline & nhitng bénh nhan nay va co didu tr phi hgp véi timg
nh nhén.

i
dhw néng tiéu cdu

Sertraline HCI cé thé lam thay ddi chic nang tidu cdu va/hodc lam bt thutng cac két qua xét
nghigm. Méc di xual huyét bt thuding hoéic ban xudt huyét dd dugc bao céo khi ding sertraline
HCI, nhung nguyén nhén vé vai trd clia sertraline HCI chua dugc lam rb.

Xé1 nghigm benzodiazepin trong nudc tifu sé xust hién dudng tinh gid & nhiing bénh nhan
sif dyng sertraline.

sl DUNG TREN CAC pOI TUQNG NGUY Cd CAD

Phy nil mang thai

Tré sd sinh tiép xic nhiéu vdi seriraline HCI va cdc SSRI hodic SNRI trong 3 théng cudi thai ky da
xu#l hién cdc bign ching cin ndm vign lau, hd trg hé hdp va nubdi &n qua Gng ngay sau khi sinh.
Céc bien chitng nay bac gém suy hd hip, tim tai, ngung thd, co gidt, than nhiét khdng Gn dinh, kho
&n, ndn mila, ha dudng huyét, tang - gidm tridng lyc cd, tAng phan xa, run, d& kich thich va lidn
tyc khéc lién quan vdi hodc do tac ddng gay ddc tryc tiép cla cdc SSRI va SNRI hodc co thé la
héi ching ngung thudic. Trong mit s8 trudng hgp, bénh cinh 1am sang dac higu vdi héi ching
serolonin. Hon nia, tré so sinh tiép xic voi cac SSAI trong 3 thang cudi thal ky cd thé ting nguy
©0 1ang huyél 4p phdi & tré s sinh,

Vi cdc nghién cufu ddy 30 va cé kiém soat § phy ni mang thai chua thyc hign, chi ding sertraline
HCI1 & phy nif mang thai khi that cdn thi&t. Cdn than can nhilc gida Igi ich va nguy co cla didu trj
sertraline HCI, dic biét khi didu tri trén phy nd mang thal d 3 thang cudi thai ky.

Phy nif dang cho con b

Chua rd sertraline HCI hay chét chuyén héa clia nd duge bai iét qua sla ngudi. That than trong
khi diing cho phy nil dang che con bi.

Nhi nhi va tré em

Sy an todn va hiéu qua cla sertraline HCI trén tré em dudi 6 tudi mic bénh réi loan 4m &nh cuBng
ché chua duge xac dinh.

Sy an toan v higu qua cda sertraline HCI trén tré em méc rdi loan khac (nhu la rdi loan trdm cam
néing, réi loan hodng s¢, ri logn stress sau chin thuong, r6i logn lo Au trude ki kinh, 4m &nh x3
héi) la chua xdc dinh.

Nguisi cao tudi

Khiing co sy khac bigt vé hiéu qué hofic tic dyng phy gilla ngudi cao tudi va bénh nhén tré dugc
quan sét thay. Khing logi tril kha ning ngudi cao tudi cé thé biéu hién tang nhay cam vdi thudc,
Bénh nhan cao tufi duding nhu cd nhidu nguy co hon nguii tré trong tién trién ha natri huyét do
sertraline HCI v hi chung bat thudng bai tiét cia hormone chéng gl tiéu thoang qua. Khuyén
nghj theo dbi dinh ky ndng dé natri huyé! tuang (dac biét trong nhilng thang ddu tién). Hon nida, sy
thanh théi sertraline HCI huyét tuong cé thé gidm & ngudi cao twdi va thanh thai
N-desmethylsertraline trong huyét tuang c6 thé bi gidm & nam gidi ldn tudi.

Bénh nhin dii thio dudng hodc mat kiém sodt duding h 3

Sertraline c6 thé lam thay déi duding huyét, do dé lidu lugng thudc diéu tri dai thdo dudng d nhiing
bénh nhan nay cd thé can diéu chinh

Anh huéng lén kha niing lai xe va viin hanh may méc

Sertraline HCI khong gay trd ngai cho tdm thén vin ddng. Tuy nhién, cdc thudc tac ding IEn he
thén kinh trung udng (bao gdm sertraline HCI) c6 thé gay ngil ga (= 1%), do viy cén than trong
hoéc khang ding & nhitng ngudi lai xe hodc vin hanh may moe.

TAC DUNG PHY

Thudng gdp (21%): xudt tinh that bai (chli yéu ta cham xudt tinh), miéng kho, tang tiét md hoi, ngl
ga, chéng mit, nhic ddu, dj cam, run, phét ban, chan an, tdo bon, tigu chay / phan léng, kha tigu,
buéin ndn, néin, mét méi, kich déng, lo &u, m&! ngi, giam ham muén tinh dyc, céng thdng, rdi loan
thi gidc, bt lye, danh tréng ngyc, dau ngyc, tang tridng I co, gidm cam gidc, tang them an, dau
lung, suy nhuge, mét mai, tang can, dau co, hay ngdp, rdi logn chie néng finh dyc 8 nam va ni,
viém mii va O tai. MGt 58 tac dyng phy thudng gép khic nhu dau byng, ndng bitng, ciing Nng.
s61, ang ddng, tidu khéng t chi cling dugc bdo cdo & tré em.

It giéip (0,1 = 1 %): béc hoa, tang tiét nudc bot, da 4m lanh, gidn déng i, ting huyét ap, nhip tim
nhanh, hg huy&l dp t thé, phil quanh mét, ha huyét p, thifu mau ngoai vi, ngét, phii toan than,
phi phy thude, co gidt cd, I ldn, tang dong, chong mat, mét diéu van, dau nifa du, bat thudng
didu van, chitng tang cdm, chudl rit & chén, dang di bat thudng, giét nhan cdu, gidm chic ndng
vén ddng, ngUa, ndi myn tring ca, mé day, ryng téc, da khd, phat ban dé, phan Ung nhay énh

sang, phat ban sdn, khé nudt, dé bj rang sau, ¢ hdi, viém thyc quan, viém da day, sét, 1ét run, phil-

lan tba, khat nudc, dau khdp, rdi logn tridng Wc co, bénh khdp, chudt rit, yéu cd, trdm ca
tri nhé, gép dc mdng, nghién rang, rdi loan cam xuc, thd d, md bét thudng, sdng khodi bat
phan dng hoang tWwang, do gidc, gay sy, trim cam trdm trong, hoang tudng, rdi loan kin
dau byng kinh, chdy mau gilia ky kinh, xudl huyét &m dao, vd kinh, khi hu, ho, khé thé, nhigm
hé hdp trén, chiy méu cam, co that phé quan, viém xoang, viém két mac, dau tai, dau m:
théi bat an, tigu rdl, tidu nhiéu 1dn, bi tiu, tidu kho, tidu dém, tifu khong ty chi, [ o
Hiém gép (< 0,1%): xanh xao, ting nhan ap, cuong dudng, gian mach, dj Ung, dau ngyc
trude tim, dau ngyc viing xudng (e, cac huyét 4p ndng, nhdi mau cd tim, réi loan machmad Aa
khé phat &m, hén mé, rdi logn van ding, gidm truang lc, syp mi, mia van, giam phér'\:xi:' oh
ban dang nang, cham, viém da, viém da ti€p xiic, ban bang rdp, 1ang sinh 16ng toc, ddi mat da
ban myn mi, tang s&n ni hoa tuyén vi, phan den, viém Idl, thng san nudu, nic cyc, vidm M}jg
mét rén, viém dai trang, viém chi nang, tiéu tifu khdng ty chi, viém da day, xudt huyét tryc
loét dg day xudt huyét, viém rudt thdng, loét miéng, phi Iu@i, phi mat, viém niém mac miéng,
kich thich, nhay cam am thanh, réi loan tidn dinh, thifu méu, xust huy&t hdc mét, bal thudng chic
néing gan, ha dudng huyét, phan ng ha dudng huyét, hdi ching ngung thudc, ¥ tuding ty s&t, tang
ham mudn finh dyc, méng du, Ao Wdng, dau ngyc & nid, rong kinh, viém bao quy ddu, vi to, teo
&m dgo, viém v cép tinh & nl, tang thang khi, nhip thd cham, thd kha khé, ngung thd, ho ra mau,
gidm théng khi, hep thanh quan, viém thanh quan, kht mét, sg anh séng, song thi, chay nudc mat
bt thuding, &m diém, khuyét tat thj gidc, viém bang quang, thidu niéu, viém bé than, tidu mau, dau
than, tidu sén.

Céc tac dyng phy khéc xudt hién cing vdi sertraline HCI nhung cé thé khong co mai lign hé nhén
qué vdi thubc nhu: suy than cip, phan dng phan vé, phil mach, mi mat, viém day thdn kinh thj
gidc, dyc thiy tinh thé, tang thdi glan déng mau, nhip tim cham, block nhi that, loan nhip nhi,
khoang QT kéo dai, nhip nhanh thét (bao gém xoan dinh - nhip nhanh that), suy gidp, mat bach cdu
hat, thi€u mau bat san v thiu mau toan b, giam bach ciu, iéu cau, hol ching nhy lupus, bénh
huyét thanh, tang duding huyél, gal rhea tang tiét p ine, cac tridu ching gidng hdi chitng
thén kinh &c tinh, cac triéu chiing ngoai thap, can xoay mét, hii chitng serotonin, loan thén, va ting
huyét &p ddng mach phdi. Céc phan Ung nghiém trong & da cd khi nang gay 1 vong da dugc bdo
cdo nhu hdi ching Steven-Johnson, viém mach, nhay cam anh séang va cac réi logn nghiém trgng
khéc lign quan dén da. Cling c6 cac trudng hgp hiém duge béo cdo vé viém lyy va bénh gan (da
s6 cac trudng hgp phyc hdi khi ngung ding sertraline HCI) vdi cac tridu chidng lam sang nhy
enzyme cao, tang bilirubin, gan to, viém gan, vang da, dau byng, nan, suy gan va tll vong.

Xin thiing bao cho bic s nhilng téc dyng khing mong mudn gép phai khi ding thudc.

QUA LIEU VA CACH XU TRi

Tif vong va ngd dbc nding da duge bao cdo khi ding qué liéu sertraline HCI (ding liéu dan hodc
két hgp vdi cac thudc khéc). Cac ddu higu va tridqu ching lién quan khong gay b vong do qua lidu
serlraline HCI bao gém ngll ga, budn ndn, nén, nhip tim nhanh, chéng mat, kich ddng va run rdy.
Nhip tim cham, block nhanh, hén mé, co giat, mé sang, o giac, cao huyét ap, ha huyét ap, phan
iing hung cam, viém tyy, khodng QT kéo dai, héi chiing serolonin, sing sd, ngat, béu chay, do
biing, tdc gi@n, rdi loan cim xic va gidm chd y ciing dugc béo céo. Cdc phan Ung tudng ty nhu
hoi chiing serotonin déc trung bdi nhip tim kéo dai, cao huyét dp, o gidc, ting than nhiét, run cac
chi va da dé biing dugc bdo cdo khi mjt tré em tinh cd uéng phéi sertraline HCI.

Liéu ding sertraline HCI dugc khuy&n nghi quén Iy chil. Xem xét khd ning hi ching serotonin
trong bénh nhén cé cac bidu hién ldm sang tudng ty va tién sit gin day co udng sertraline HCI
va/hodc cac thufic sarotonergic khac.

Qué lidu sertraline HCI thudng dugc quén Iy biing diéu trj triéu ching va cham séc hd trg. Thiét
lap va duy trl théng khi cho bénh nhan, ddm bao sy théng thodang va ddy a0 oxy. Gidm sdt ECG
va cdc diu hiéu quan trgng di kém qua liéu cdp tinh.

Khéng co thube gidi dic dac higu cho qua lidu sertraline HCI. Xem xét khi ning phéi hgp nhidu thude.

Rlta da day cd thé duge thifc hién néu mdt Gng ndl khi quén cé béng chén d& tranh hit phai dich
da déay & nhitng b&nh nhén hén mé, co gidl, hode mél phdn xa hdu hong. Than hoat tinh c6 thé
két hgp vai sorbitol dugc khuyén nghj trong viée % Iy ban ddu c6 thé mang lal higu qua hon 1a
kich thich gy non hay ria da day & nhiing bénh nhan da uding s8 lugng thudc cé thé tidm tang
gay doc.

Thém phan, lpe mang byng, g tiéu bt bude, truyén méu va/hodc truyén dich thuiing khéng mang
\ai Igi fch vi line HCI vé N-desmethyl line cé thé tich phan phai ldn.

TUONG TAC THUGC

THUGC DUNG BONG THOI

TAC BONG

Cac thudc tac déng lén hé
thén kinh trung wong

Diazepam: gidm thanh thai diazepam va ting Tmax
desmathyldiazepam khi tidm mach dugc quan sat thay trudc
v sau 21 ngay ding sertraline HCL Chua rd bidu hién lam
sang cla hign tugng nay.

Lithium: thay d8i khéing ddng ké néng do lithium hodc da
thanh thai than. Tuy nhién, cdn gidm st ndng dé lithium
huyét tuong sau khi bdt ddu didu Ui sertraline HCI, nén chinh
lidu lithium & mdc d6 thich hgp.

Pimozide: ting AUC va Cmax cla pimozide, nguy co kéo dai
khodng QT. Mac di cad ch# tuong tac nay chua duge b va vi
pimozide cd khodng didu tri hep, khéng ding pimozide dong
thdii vdi sertraline HCI.

Phenytoin: sertraline HCI khéng sinh ra chat dc ché
phenyloin gay &nh hudng lam sang; tuy nhién, khuyén nghj
theo dbi ndng dd phenetoin trong huyét tudng sau khi bat
déu diéu trj sertraline HCI, déc biét & nhilng bénh nhan phy
thudc vao cac didu kién y 18 va/ hodc dang diéu tri ddng thai
vdi cac thufic khac.

Valproate: theo dbi néing dd valproate sau khi bt ddu diéu irj
sertraling HCI, nén diéu chinh liéu valproate & mic thich hgp.

Cic thude gic nhu tryptog F
d SSRls, cdc thudc chéng

trdim cém 3 wvong , :
ine, tramadol, va cdc IMAO: Ding mdt trong céc

thubc ndy cing vdi sertraline HCI co thé din tdi hai ching

serotonin.

Cic thudc tic dgng I&n hé thén kinh trung vong khdc: cén

thin trgng khi dilng kél hgp sertraline HCI va cac thudc tac

déng lén hét thin kinh trung uang.

Cac IMAO (bao gom
selegiline)

Viéc dung déng thdi cac IMAQC v sertraline HCI bi chdng chi
dinh.

Sumatriptan

Y&u, tang phin xg va méit phdi hgp da dugc thiy cé lién hé
khi ding phéi hgp mét SSRI va sumatriptan. Quan sat cdn
thén trén nhilng bénh nhan dugc khuyén nghi néu didu trj vai
sumatriptan va SSRI (bao gém sertraline HCI) 12 mdt canh
béo trén lam sang.

Rugu

Vige ding déng thdi nigu va sertraline HCI khéng duge
khuyén nghi.

Cac thubc anh hudng sy
cim mau (vd: NSAIDs khéng
chen lgc, aspirin, warfarin)

Ding sertraline HCI vdi céc thudic nay co thé tang nguy co
xudl huyét. Ding déng thai seriraline va warfarin gay tang
mét chit nhung co ¥ nghia thdng ké vé thdi gian prothrombin
(PT). Do véy nén theo ddi sat PT & nhiing bénh nhén bt ddu
hodc ngung didu trj vdi sertraline,

Cimetidine Lam tang AUC, Cmax, va 1,z cla sertraline HCI
Thube chuyén héa bdi men | T di rh ine, ho#c cisapride: sertraline HCI
P450 3A4 khéng lam tang néng dd huyél tudng clha cdc thudc nay.

Muic 8¢ c ché cla sertraline HCl1én hoat ddng clia men P450
3A4 dudng nhu khdng cé hodic khang cd y nghia lam sang.

Cic thudc nhom SSRI bao gdm sertraline HCI va hiu hét
thudic chéng trdm cam 3 vang Uc ché hoat dong sinh hoa cla
men chuyén hda isozyme cytochrome P450 D6 va co thé lam
téing ndng d& trong huyét tudng cla céc thudc ding chung
dugc chuyén hoa bdi P450 2D6. Xem sy tudng tac nay dac
biét khi ding vdi cac thudc co chi s8 didu trj hep nhu thulic
chéing trdm cAm 3 ving va thuiic chiing logn nhip type 1C (vi
dy nhu propafenone va flecainide). Dung déng thdi sertraline
HCI vé cac thubc chuyén hoa bdi P450 2D6 co thé yéu clu
liéu thip hon lidu ké toa théng thudng. Tuy nhién, khi sertraline
HCI bj ngung, cén tang liéu cla cac thudc ding chung.

Sertraline HCI c6 thé cAm ung ting sinh enzyme microsome
& gan bidu hign bdi sy gidm nhe nhung 6 § nghia thai gian
ban hiy antipyrine khi ding sertraline HC| 200 mg/ngay trong
21 ngay. Sy thay d8i nhe thai gian bdn hly antipyrine cho
thily mdt sy thay déi khang ddng ké trén lam sang trong
chuyén héa & gan.

Thubc gén két cao vdi
protein (nhu wafarin,
digoxin)

Sertraline HCI c6 thé gay ra mt sif thay déi néng 0 huyét
wong cla cac logl thudc co gln két protein cao co thé din
dén phan dng khang mong mudn,

Céac tac dyng phy cing cé thé do sy thay thé cla serraline
HCI bdi cac thudc gén két protein chit chié khac.,

Digoxin: sertraline HCI duge ding trong 17 ngay & nhing
ngudi finh nguyén da khong thay ddi nding 6 digoxin trong
huyét thanh hodc digoxin thanh thai qua than.

Tolbutamide

Sertraline HCI cé thé lam gidm d thanh thai cda tolbutamide
nhung thay d8i khéng ddng ké sy gén két prolein huyst
twong hodc thé tich phan phdi tolbutamide. Didu nay cho
thdy d¢ thanh thai giam Ia do thay déi trong chuyén héa cia
thuic. Y nghia cla sy tudng tac nay trén lam sang I2 chua
dugc biét rd,

Atenclol

Sertraline HCI khéng &nh hudng 1&n khd ndng ngdn chen
p-adrenergic cla atenolol.

Linezolid, Isoniazid,
Sibutramine

Tél ca cac thudc nay déu lam tang ndng df serotonin trong
mau. Téng qua mie serotonin co thé nguy hiém dén tinh
mang. Cac triéu chiing nguy hiém bao gdm tang huyét &p,
tang nhip tim va co thi tryy mach. Néu cén thiét phii ding
biéit ci thubc nao trong cac thudc nay cin ngung ngay cac
thudc lam tang cudng serotonin va theo ddi nhiém ddc thén
kinh trung udng
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