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Thuoe ndy chi ding theo dom thude

RX MISOL 100 MG FILM COATED TABLE :
(Vién nén bao phim Sertraline 100 mg)

RY MISOL 50 MG FILM COATED TABLET
(Vien nén bao phim Sertraline 50 mg)
Do k) hurdmg diin sir dung triede khi ding
Bé xa tdm tay iré em
Thong bao ngay che bac sy hode dwpe sy
nhiing phin seng oo hai gip phai khi sii dung thidc

L. THANH PHAN CONG THU'C THUOC

MISOL 10 MG FILM COATED TABLET

Mdi vién nén bao phim co chin:

Thanh pll&n hogt char Seriraling hydrochlonde 111,908 mg twemg duong vin sertraline 100 mg
Thinh phdn t@ dwpe: Lactose monohydrate, croscarmellose sodium, povidone (PVP K 30),
silica colloidal anhydrous (aerosil 200), microcrystalline cellulose PH 102, magnesium stearate,
film coating matenal no: | (sepifilm LP 770)

Thank phan G dwoe Film Coating Maserial No:1 (Sepifiim LP 770): Hydroxypropylmethyi

vellulose (Ed464), microcrysialline cellulose (E460), stearic acid (EST0), titanium dioxide
(E171)

MISOL 50 MG FILM COATED TABLET

Mdi vién nén hao phim co chim:

heind phin hoat chii: Sertraline hydrochloride 55954 myg twong duong viri sertraline 50 mg
Thank phan ¢ duge: Lactose monohydrate, croscarmellose sodium, povidone (PVP K 30),
silica collmdal anhydrous (acrosil 200}, microerystalline cellulose PH 102, magnesium steamile,
film coating matenal no: | (sepfilm LI 770)

Thanh phan 16 dicee Film Cooating Material Nocl (Sepifilm LP 770); Hydroxypropylmethyl
cellulose (E464), microcrystalline cellulose (E460), stearc acwd (ES70), titanium dioxide
(E171)

2. DANG BAO CHE
MISOL 100 MG FILM COATED TABLET

Vién nén bao phim méu tring thuén dai, hai mét 161, mist mit c6 khia.
MISOL 50 MG FILM COATED TABLET
Vién nén hao phim mau triing hinh bau duc, hai mit 163, mdt mat eo khia

3. CHI D|NH
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Sertraline dwge chi dinh dé dicu trj;
- Céi At trdlm cium chinh, Ngin ngin sy tai phit cic det im cim chinh.
- Rbi logn hodng sg, ¢ hay khong ¢6 dm dnh sg khoing tring.
- Rbi logn dm dnh cuimg birc (OCD) & ngudi Im val 1ré em tir 6 dén 17 tudi.
- Risi logn lo du %3 hii.
- Rii logn clng thing sau chiin thiemg (PTSD).

4. LIEU DUNG, CACH DUNG

Cich dang:

Thude dirge ding duimg ubng. Sertraline nén duge ding | lin hing ngiy, vio budi sing hodic
budi 1. Vién nén sertraline co thé dige sir dung cing hofic khong cing thire dn.

Ca vién thnoe MISOL 50 MG FILM COATED TABLET va MISOL 100 MG FILM COATED
TABLET déu cd thé duge chia thinh 2 ligu bing nhau bing cich bé dbi theo rink chia trén
VIETI NET

Litu ding

Dilu tri ban diu:

Trim cim vi rii logn dm dnh cwing birc (OCD)

Didu tr vén sertraline nén bit dilu bing lidu 50 mg/ngiy.

Rii logn hodng sy, rii logn cang thang sau chin thwong va ri logn lo du x@ hii

Biéu tri nén bit ddu v lidu 25 mg/ngdy. Sau mdt tuin, lidu trén nén duge ting 1én dén 50 mg
1 lin hiing ngdy. Liéudimguﬂ}rdidﬂw ching minh 13 gidgm duge tan suli cie ue dung phu
chip tinh cla chimg rdi logn hodng so khi bit diu didu i,

Chuin lidw:

Tritm cam, roi logn dm anh cudng bire, 10 logn hodng s, rdi loan lo du x& hii vit rdi logn ciing
thing sau chin thuong: céc bénh nhiin khong dip img voi liéu 50 mg thé thu duge két qua it
khi ting lidu diéu trj. Thay ddi liéu nén duge thye hién timg bude 50 mg trong khoang thri gian
it nhdt 1 tuin, 5 da i 200 mg/ngiy. Khong nén thay ddi lidw nhidu hon 1 lin 1 win do thoi
gian bin thiti cia sertraline 14 24 gid.

Tiic dyng diéu trj co thé duge quan sét thiy rong vong 7 ngiy. Tuy nhién, thing thimg can
khoang thin gian dii hon dé thiy 0 tde dung didu tri, diic bift trong diéu trj chimg rdi loan dm
anh cuimg birc,

Diéu tr duy tri:

Liéu ding trong qud trinh diéu trj dii han nén duge gilr & mie thip nhit ma higu qud, sau do
diéu chinh tuf theo mirc 45 dip img didu trj.

Trdm cdm

Biéu trj dii han oo thé phit hop dé phong ngir tai phat cie con trim cam chinh (MDE), Trong
hi Bét cae tnnvng hop, lidu khuyén cdo dé phong ngira sy thi phit cia MDE ciing gidng nhir
ligu ding cho dgt trkm cim hidn tai. Bénh nhin trkm cém nén duge didu i rong mot thin gian
dii dai it nhit 6 thing 8& loai bo cAe tridu chimg,

Réi logn hedng sg va roi logn dm dnk cwing birc

Vide tiép tyc didu trj rdi logn hoang s va rdi loan &m anh ewdmg bire nén duge dinh gid thrimg
xuy@n vi khi niing ngin ngim  tii phat vin chia duge chimg minh 861 véi nhimg rdi logn nay,
Ngwrari cao fuii
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Liéu ding cho ngudi cao tudi néa duge dinh lugmg mt cich cin thin, vi nguii cao tudi cb thé
c6 nhicu nguy oo bj gikm natri huyét.

Biénk nhin suy gan

Nén thin trong khi sir dyng sertraline & nhimg bénh nhin bj bénh gan. Nén sir dung liéu thip
hom hodic it tharémg xuyén hom cho bénh nhin suy gan. Sertraline khing nén ding trong tririmg
hop suy gan nfing vi chua cd dif ligu 1am sang,

Bénh nhin suy thin

Khéng cin diéu chinh licu & bénh nhin suy thin.

Tré em

Tré em v thank thidu nidn mdc chimg roi logn am dnk cinimg binc

Tré em 13-17 tudi: Khéi diu 50 mg x | ln/ngdy.

Tré em 6-12 tubdi: Khei diu 25 mg x | lin'ngiy. Lidu co thé ting 1én 50 mg x | lin/ngiy sau
mét tudn,

Khi cin thiét, céc lidu tiép theo ob thé duge ting 1én trong truimg hop dip dng thude thip hom
s0 v ky vong vl mire ting 50 mg trong khodng thén gian vai tuin, Liéu 10i da 14 200 mg mdi
ngay. Tuy nhién, nhin chung trong hegmg co thé coa ré em thip hom so véi nguid kom, do dé
¢iin cin nhic khi ting lidu tir 50 mg. Khong nén thay ddi lidu hromg trong khoang thoi gian
dundri mét tuin.

Hiéu qua diéu trj chua dupe chimg minh trong diéu tri t4i Jogn trdm cam chinh & tré em,
Khéng cb dif lidu vé sir dyung thude cho tré em dudi 6 tudi.

Cie tri¢u chimg cai thudle khi ngumg sir dyng sertraline:

Trinh ngung sit dyng thude mét cich dit ngdt. Khi dimg didu trj véi sertraline, nén giam dén
liéu trong khoang thai gian it nhit 1a mét dén hai tuin dé gHim nguy co mic triéy chimg cai
thude. Néu xulit hign cic tridu chimg cai thube sau khi giam liéu hodc ngung didu tri thi cé thé
xem xé quay lai litu ding tride d6. Sau d6, hic s7co thé tiép tye gidm lidu, nhumg & mdt mire
a9 chim hon

5. CHONG CHI BINH

Khing ding thuse cho nhimg bénh nhin qua min cim vii sertraline hode bt ky thanh phin th
dupe nao cla thude.

Chﬁng chi djnh sir dung dﬁng thévi sertraline véi cae chit e ché monoamin oxidase (MAOIs)
khing the phyc hii do c6 the gy ra hdi chimg serotonin vl cic triéu chimg ohw kich dgng, run
rity vi ting than nhigt. Phii ngumg ding MAO! khéing thé phyue hdi it nhit 14 ngiy mai duge
bit diu ding sertraline. Phii ngumg diing sertraline {t nhilt 7 ngay tmnée khi biit diu didu trj v
MAOI khdng thé phyc hoi. Ching chi dinh sir dung ding thén sertraline vai cée thube pimozid

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

H{i chimg serotonin (SS) hay b chimg dc tinh thude an thin kinh (NMS)

Sy phit trién cia cie hii chimg tidm thng de doa dén tinh mang nhar hoi chirng serotonin {S5)
hay héi chimg de tinh thube an thin kinh (NMS) i duge bio céo khi ding che thude ire ché tii
hap thu serotonin ¢6 chon lpe (SSRIs), rong &6 bao gém serraline. Nguy co giip phii hoi
chimg S5 hay NMS cia cic thudc SSRIs ting lén khi sir dung ddng thai vii cée thube
serotonergic khic (bao gam chc thude :.'huu,g trim cam serotonergic khic, amphetamines,
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triptans), viri céc thude lam gidm chuyén hoa serotonin (bao gom cic thudc MAOIs vi dy nhu
methylene blue), cic thudc chéng logn thin vi cic thude dbi khing dopamin khiic, va véi cic
thudc opiat. Céc bénh nhin nén duge theo dbi khi xufit hién cie diu hidy vi tridu chimg caa hi
chimg 58 hay NMS,

Chuydn déi giira cic thuie irc ché til hip thu serotonin ¢6 chon lpe (SSKIs), thude ching
tribm chm hode thube chng am dnh

Chirs ¢6 nhidu kiém nghiém vé thin gian tdi wu & chuyén tir thude ire ché thi hiip the serotonin
co chon lge (SSRIs), thude ching trém cim hofc thude ching am anh sang sertraline. Cin theo
di vi oo dinh gid v 1@ thin trong khi chuyén doi, dfic bidt 1 tir che thude ¢b tic dung kéo dai
nhur fluoxetin,g

Kéo dii QTe/ Xodn dinh (TdP)

Cic trimg hop kéo dii QTc vh xodn dinh (TdP) d8 duge béo cio trong qud trinh sir dyng
sertraline sau tiép thi. Phiin lém céc bio cdo dirge ghi nhdn & nhimg bénh nhin co che yéu 1d
nguy o khic giy kéo dai QTe/ TdP. Tic dung kéo dii QTe dii dugre ghi nhin trong m{t nghién
etru QTe k¥ hrdmg & nhimg nhitmg tinh nguyén vién khoe manh, cho lhﬂy méi tuong quan phin
héi phoi nhifm duong co ¥ nghia vé mit thong ké. Vi viy, sertraline nén duge sit dung thin
trong & nhig bénh nhin cd thém cac yéu 16 nguy co kéo didi QTc abur bénh tim, by kali huyét
hodc ha magne huyét, tien s gin dinh méc kéo dii OTc, nhjp tim chim vi sir dung déng thivi
viri cic thube kéo dii khodng QTe.

Kich hoat chirng hung cim (himg cim nhg) bojgc humg cam

Cac triéu chimg lmg cdm nhe/ hing cam di dirgre bito céo xuit hign & mdt tv 1¢ nhd bénh nhin
duge didy tri bing thudc ching trhm cam va ching ém anh bén trén thi tnrmg, bao gbm ci
sertraline. Do d6, sertraline nén duwgc sir dung thin trong cho nhimg bénh nhin co tién sir méc
humg cim/chimg bimg cam. Cin c6 sy gidm st chit che cin béc si. Nén ngimg ding sertraline
& bat ky bénh nhin ndo dang trong gini dogn hmg cim.

Tiim thin phin ligt

Cée trigu chimg logn thin ¢6 thé tny nén trkm trong hom & bénh nhin tim thin phin lié,

Diing kinh

Cae con ding kinh 6 thé xuit hign khi diéu trj bing sertraline. Nén trinh sit dung cho cde bénh
nhiin bj bénh ddng kinh khing dn djnh va theo dii cin thin déi vai cic béah nhin ding kinh da
durge kidm sodt. Nén ngimg sir dung sertraline & bét ki binh nhén nio cd déng kinh tidn trién.
Ty tir/ ¥ djnh ty tie/ C6 giing ty tir hode tinh trang lm sing xdu di

Trim cim cd lién quan dén gia thng ¢ dinh tr o, by ghy 160 thuong vi ty o (cée hinh vi lién
quan dén ty tir). Nguy co ndy vin thn tai cho dén khi cd sy thuyén giam bénh trim cam déng
ké. Sur cai thién co thé khong xily ra trong vii tudn diu tién cia qui trinh didu tr. Do d6 cin
gidm sal chit ché cic bénh nhin trong giai dogn khén diu didu trj cho dén khi cb cii thidn. Kinh
nghiém lim sing néi chung cho thiy nguy co ty tr o thé ting lén trong nhitng giai dogn diu
cia qua trinh hbi phye,

Cic trwimg hop rdi loan tm thiin khic, mé sertraline duge ké don, ciing b thé lién quan dén
vige ting nguy oo céc hinh vi lién quan dén ty 1. Ngodi m, nhimg truimg higp ndy c6 thé mic
dbng thn vin cac dot ri loan trdm cdm chinh. Do @6, cée bign phip theo dai phing ngir khi
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diéu trj cic bénh nhiln miic rdi loan trlm cim chinh ciing nén duye dp dung teomg ty khi ditu
trj cho céc bénh nhin mic cic roi logn tim thin khac.
Bénh nhiin cé tién sit cic hanh vi lién quan dén 1y tir, hofic nhimg nguii ob mic 48 xudt hign
cibc ¥ dinh tyr v diing ké trnde khi bt diu digu i, duwoe cho 1 cé nguy co cao hon vé ¥ djnh 1y
tir hoge ob ging ty tir, va ciin duge theo ddi cin thin trong qua trinh digu tri. Mt phin tich éng
hop ede thir nghigm lim sing c6 d6i chimg véi gid duge cia ce thube ching rim cam & bénh
nhin ngui lém bj rdi logn tim thin cho thily nguy co ty tir biing thube chéng trhm cim ting lén
so v g duge & bénh nhén dudi 25 tudi.
Ciin gikm sit chiit ché bénh nhin, djic biét & nhimg bénh nhin c6 nguy co cao nén duge tidn
hinh déng thiri khi diéu tr bing thuie, diic bigt trong giai dogn bt ddu didu i va sau khi thay
doi lidu. Bénh nhin (vi nguii chim séc bénh nhin) cin duge cinh bio vé sy clin thiét phii
theo dii bt ki sy suy gidm tinh trang 1dm sdng, hanh vi hodc suy ngh tu tr vi nhimg thay 48i
bat thuémg trong hinh vi, vil edin tim 16 khuyén v 1& ngay lip tie néu cb nhimg tridu chimyg
nay.
Rai logn chire ning sinh dyc
Cie thube e ché tai hip thu serotonin ¢b chon loc (SSRIs) ¢6 thé giy ra cdc trigu chimg rdi
logn chirc néing sinh dyc. D3 cb bdo cao vé rdi logn chirc nling sinh dyc kéo dii, trong dé cic
rigu chimg viin tiép dién mic di di ngimg s dung SSR1.
Tré em
Khéng sir dyng sertraline cho tré em vi thanh thiéu nién dudi 18 wéi, trir tnrémg hyp bénh nhin
bj ridi logn dm dnh cudmg bite & 3 tudi 6 - 17 twdi. Cac hinh vi lién quan dén o i (cé ging oy
tir vi co ¥ nghl oy o) vi sy tha djch (cha '_lréu lis gy hiln, hinh i chr’ing dbi vi tire grin ) durge
quan sit thiy thuémg xuyén hon trong cde thir nghiém lim sing & céic tré em vi thanh thiu
nién durdi 18 woi duge didu trj hﬁng thude ::l'nﬁhg tram cim so v nhimg nguin durpe didu tr
bang gid dwge. Tuy nhién, quyét dinh didu trj duge dwa ra dya trén cic didu kién lim sing;
bénh nhiin cin duge gidm sat chit ché v sir xudt hién cla céc trigu chimg ty tir. Negodi ra, chi
ch ml 50 it cac bing chimg Jim sang lién quan dén dif lidu an todn dii hyn & tré em va thanh
thiéu nién, bao ghm cie the ding lén sy sinh tnoong, nemg thinh vé gigi tinh v phit trién
nhin thire, hanh vi & ré em. Mt s6 truimg hop chim phit trién vi diiy thi mugn di duyc ghi
nhin sau tiép thi. Mdi lién quan lim séng va mbi quan hi nhin qua vin chum rd ring. Béc s1
phai theo ddi bénh nhi trong qua trinh diéu tr liu dii khi cd nhimg bdt thidmg vé sinh treimg
vil phit rién.
Chiy miu bat thuimg/ Xudt huyét
B c6 nhimg bio cio vé chiry mau bit thudmg trén da khi ding cie thube SSRIs bao gdm chiy
miu da (vét bim mau hay ban xuit huyét) vi che hién womg xult huyét khic nhir xudt huyét
tidu hoa hode phy khos, bao gom ca xuat huyét gy fir vong, SSRIs' SNRIs co thé lim tding
nguy co biing huyét sau sinh, Cén thin trong & nhimg binh nhin dang ding SSRI, dic biét khi
sir dyng démg thii voi céc thude ¢o thé dnh huimg dén chire ning tiéu chu (vi dy nhir thude
ching ddng mibu, thude ching loan thin khong dién hinh va phenothiazin, hilu hét cic thubc
chimg trim cim ba vong, axit scetylsalicylic va thude khéng viém khing steroid (NSAID))
ciing nhir & bénh nhin co tién sir ofi loan chiy miu.
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Gidm natri huyét

Cér thé xuiit hign gidm natri huyét do diéu trj biing céc cic thude e ché i hip thu serotonin eb
chon loc (SSRIs) hay cde thude e ché thi hip thu serotonin - norepinephrin (SNRIs), trong do
¢o sertraline. Trong nhibu trudmg hop, gidm natri huyét duimg nhu do héi chimg tiét hormon
khing ni¢u khdng phi hop (SIADH), Dd c6 nhimg béo cdo mire natri huyét thanh thip hon 110
mmol/L.

Bénh nhin cao tudi cd nguy co giam nairi huyét cao hon khi ding céc thude SSR1s via SNRIs,
Mén xem xét ngimg sertraline & nhimg bénh nhin oo trifu chimg gidm natri huyét va tién hanh
phuong phip didu tr phi hep. Cic diu higu v tridu chimg cin gidm natri buyét bao ghm dau
din, khé tip trung tu idmig, rdi logn tri nhé, 10 lin, yéu co vi khing vilng d& ngi. Cac diu higu
vit trigu chimg nfing hon v/ boje cip tinh gdm do gide, ngdt, co gidt, hin mé, ngimg hé hip va
ur vong,

Cée trigu chimg cai thudc xiy ra khi ngirng diéu trj vdi sertraline

Cic tridu chimg cai thube xay ra khi ngimg didu trj vii sertraline kha phd bifn, diic biét néu
dirng thude ddt ngdt. O cde thir nghi¢m Lim sing, trong s6 nhimg bénh nhin duge didu i bing
sertraline, 1y 1& cic phin img cai thubc chiém dén 23% & nhimg ngudi ngimg ding sertraline so
viri 12% & nhimg ngwi tiép tyue diéu trj biing sertraline.

Nguy co xily ra che trigu chimg cai thube phy thuje vio nhidu yéu 15 bao gbm thér gian didu
tri, lidu diéu trj vi 1y 1@ gidm lidu. Cde trigu chimg thuimg gip bao gdm: Chong mit, rdi logn
gide quan (buo gom ca dj cam), roi lopn gide ngi (bao gbm ci mbt ngit v ndm mé nhidu), kich
d6ng hofic lo ling, budn ndn va/ hofic ndn, run riy vil dau dau. Che tidu chimyg nay thudmg &
mitte d§ nhe dén vira, tuy nhién mdl 56 binh nhin ¢o thé & mirc 4§ nfing. Chiing thintmg xude
hién trong viti ngdy diu sau khi ngumg didu trj, nhung cé rit it cic bao cho vé clhe trigu chimg
nhir vy & nhimg bénh nhiin di v& ¥ quén mt liéu, Nhin chung, cic miéu chimg niy thuimg
gidm hofic bét trong vong 2 tuin, mc di & mdt s& bénh nhin c6 the kéo dii hom (v 2 - 3 thing
triy 1én). Vi viiy, nén giam diin sertraline khi ngung diéu tr trong mdt vai twin hodic vai thing
tiy theo nhu ciu cia bénh nhin,

Hii chimg dimg ngdi khing yén/ Tam thiin bit an

Vige sir dyng sertraline o lién quan dén sy phat trién cia hoi chimg dimg ngdi khéng vén, diic
trumg b sy bon chon khé chju hojdic phién mudn va thuémg xuyén phai di chuyén kém theo
khéng thé ngdi hode dimg yén, Pidu nay rit co thé xiy ra trong vii tdn ddu didy tr, O nhimg
bénh nhin co nhimg triéu chimg niy, viéc ting lieu oo the giy hai.

Siur dung & binh nhin suy gan

Sertraline dwge chuyén hod phin 1m tgi gan. Mt nghién cin vé duge dong hoc sir dung da
litu & che ddi nrgmg bi xo gan nhg va én dinh di cho thiy thii gian bian thai b kéo dii vih
dign tich dudi duimg cong (AUC) vit ndng 89 dinh trong huyét twomg (Cmax) bi ting lén
khodng gip 3 lin so vii cic ddi trgng binh thudmg, Khing cb s khac bigt ding ké vé sy giin
két protein huyét trong duge quan sat gira hai nhom, Cln thin trong khi sir dung sertrline &
cac bénh nhin bj bénh gan. Néu sertraline duoe dimg cho bénh nhin by suy gan, nén sir dyng
lidu thiip hen hofic ting khodng cach gitm cic lidu. Khing nén ding sertraline & nhimg bénh
rhi suy gan ndng.
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Sir dyng & ngwir cao tudi

Trén 700 bénh nhin cao wdi (> 65 wdi) di tham gia nghién ciru lim sang. Md hinh va tv 1§
phan img phy & ngudi cao twdi wrong ty nhir & bénh nhin tré wdi. Cic thude SSRIs hay SNRIs,
trong &6 ¢6 sertruline, c6 lién quan dén cac truémg hop gidm natri huyét ding ké trén 1im sing
& bénh nhiin cao tudi, nhimg ngud cd thé cd nguy co cao ddi voi téc dung phu nay,

Sir dyng & bénh nhin tiéu dirimg

() chic bénh nhin tiéu duimg, khi difu tri vai cic thube SSRIs bao gbm seriraline cé thé lam
thay i khd ning kiém soat duémg huyeét. Co thé cin phii didu chinh lidy insulin v /hofic ce
thude udng ha dutmg huyét.

Ligu phip sbe dign (ETC)

Khing c6 nghién ciru lim sing nio xde dinh nii ro hofic Igi ich cia vige sit dyng két hop ETC
vil sertraline.

Murire ép budi chim (grapefruit)

Khing nén ding sertraline v mrde ép budi chiim { grapefrnt).

Anh hwimg dén cic vét nghigm sing loc nuric tidu

Di cb nhimg bido cao duong tinh gia voi chc benzodiazepin trong céc xét nghiém sdng lpc ddnh
gid mién dich nwoe tidu ¢ cic binh nhin dang uing sertraline. Didu nay 14 do sy thidu diic hitu
coa cac xét nghi¢m sang Ipc. Sau khi ngimg didu trj véi sertrline, két qua xét nghi¢m dwong
tinh gid cf thé xay m trong vii ngiy. Cée xé1 nghiém xdc nhin nhur se ky khi/ do phé khéi
lugmy s€ gigp phitn bigl sertraline vin cic benzodiazepin.

Ting nhin 4p gic déng

Cie thude SSR1s bao gdm sertraline o6 thé dnh huomg 1én kich thinde ddng tir lim giin dng tir,
Tic dung lam gilin ddng tir ndy co thé giy hep goc mit diin dén ting dp Iyc ndi nhin v ting
nhdn dp goc dong, dfic biét trén bénh nhin di didu trj trude d6. Vi thé, sertraline nén duge sir
dyng thin trong trén bénh nhin bj ting nhiin 4p poe ding hay b tién six bi ting nhin dp.
Thiimg tin ta duyge

Thude niy chira lactose monohydrate. Bénh nhin o6 viin dé vé di truyén hiém gip khing dung
nap galactose, thidu byt Lapp lactase hofic kém hip thu glucose - galactose khiing nén ding
thude niy,

M&i vién nén chim dudi Tmmol natri (23 mg) nén c6 thé noi thude niy khing chira natri.

7. SUDUNG THUOC CHO PHU NU'CO THAI VA CHO CON BU

Phy nif ¢6 thai

Chura cb cdc nghién ciru diy dii vi cb 480 chimg vé vide sir dyng sertraline & cic phu nit mang
thai. Tuy nhién, dya trén mdt lugmg di ligu déng ké, khong co bing chimg cia sir khai phit dj
tit béim sinh gy ra boi sertraline. Cidc nghién cinu trén dgng viit di cho thily biing chimg vé tic
déng ciia thudc ti sinh sin cb thé xiy ra do tich t dde tinh & me gly ra bai tie dung dirge lire
hpe cia thube vahoje tic dung duge e hoc e tidp cia thude déi vii thai nhi.

Sir dyng sertraline trong thai ky mang thai d3 duge bdo cdo 13 gdy m cic trigu chimg gidng hi
chirng cai thubc & mt 56 tré so sinh ed me di iimg sir dung sertraline, Hién nromg miry ciing da
durge quan sit thiy i cic thude ching trim cim SSRis khic. Khing khuyén cdo sir dyng
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sertraline trong thin ky mang thai, tnir khi tinh trang lim sdng cia ngudrt me cho thiy lgi ich cia
vide ditu tri virgt tri so véi nguy co.

Di¥ liéu quan sit cho thity nguy co biing huyét sau sinh ting (nhé hon 2 ln) sau khi ding cic
thudc SSRIs/ SNRIs trong thing trude khi sinh.

(n theo déi tré so sinh 6 mg tiép tue sir dyng sertraline viio giai dogn sau ciia thai ky, dic bidt
it ba thing cudi. Céc tridu chimg sau diy cd thé xdy r & tre so sinh sau khi ngudi me sir dyng
sertraline trong giai doan sau cia thai ki: suy ho hip, tim tdi, ngung thé, co gidt, thin nhigt
khing on dinh, kho bi, ndn min, gidm dudmg huyét, ting/ gidm truong lye co, ting phin xg
gin xuomg, run, bin chdn, ciu giit, 1i b, khéc lién e, ngi gi vi kho ngi. Nhimg trigu chimg
ity ©6 thé la do cic tic djng cia hé serotonergic hofic cic tridu chimg cai thude, Trong da sb
truimg hgp, cic bién chimg xulit hign ngay I§p tirc hodic stmm sau khi sinh (trong vong 24 gid).
86 ligu vé dich 1 hoe cho thity vige sir dung cic thube SSRIs & phy nit ¢6 thai, dic bigt & cudi
thévi ki mang thai, cb thé ting nguy co ting 4p lyc ding mach phdi dai ding & tré so sinh
(PPHN), Nguy co niy (43 dugre ghi nhin khodng 5 tnirdmg hop trong s6 1000 phy nit mang thai,
Trong din 6 néi chung, PPHN xudt hign véi ti 1§ | — 2 tnrimg hgp trong 6 1000 phy nir mang
tha.

Phy nir cho con b

Céc dif ligu dd cing bo lién quan dén ndng 4 sertraline trong sita mg cho thiy ring mdt hromg
nhi sertraline vi chit chuyén hoa cia nd N-desmethylsertraline duge bai tiét qua sits mg. Nong
A sertraline trong huyét thanh tré so sinh thidmg & mire b khéng dang ké dén khong thé phi
hién, ngogi trir mt tré so sinh ¢6 nong d§ trong huyét thanh khodng 50% so v & me (nhumg
khéng cb dnh hidmg dang ké dén sic khoe cia tré so sinh niy). Cho dén nay, chia oo bio céo
vé tie dung phy ddi v sire khe cia té so sinh co mg sir dung sertraline, nhung khing thé logi
trir nguy co ndy. Khing khuyén céo ding sertraline & cic bi mg dang cho con bi tnr khi co sy
dinh gid k¥ cang ciia bac i ring loi ich cia vige didu trj vugt trdi so voi nguy co.

Khi ndng sinh sin

Dir ligu trén ding vit khing cho thiy dnh hiimg ciia Sertraline ddi vin cic thing 50 sinh san,
Céc bdo cho truimg hep trén nguoi sit dyung thude SSRIs @i chi ra ring tic ddng lén chit hegmg
tinh trimg I3 c6 thé khic phuc duge.

Téc ding dén kha ning sinh sin cia con ngudi viin chua dirge quan sat thilty cho dén nay.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Cie nghién ciu duge Iy hoe Jam sing di chimg minh ring sertraline khdng anh hudmg dén hogt
démg tim thin viin déng. Tuy nhién, vi cae thude hudmg thin noi chung cb thé lam suy gim
kha ndng tinh thin hay thé chit cin thiét d& thyc hién nhimg cing viée ¢ nguy hiém tiém in
nhr lii xe hay viin hanh mdy. Theo d6, bénh nhin nén duge cinh bdo vé diu nay.

9, TUONG TAC, TUONG KY CUA THUOC
Chiing chi djnh:
; 1

L | LLESIILES

Cie HJ:' MAOQIs kh - Phuc d-i vl dy: selegiline)
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Chédng chi dinh sit dyng déng thoi sertraline & cic bénh nhin dang difu i voi cic MAOIs
khéng thé phyc hii vi dy nhu selegiline, Phai ngimg ding MAOIs khing thé phyc hdi it nhit
14 ngiy mdi dwoc bilt ddu ding sertraline. Phai ngumg dimg sertraline it nhit 7 ngiy trude khi
biit diiu didu tri vai MAOIs khang thé phyc hoi,

Cée thuie MAOIs cé chon lpe v co thé phue hii (v du: moclobemide)

Do nguy co mic hji chimg serotonin, khing nén két hgp Sertraline vii MAOI c6 thé phye hi
v ¢6 chon loe, ching han nhir moclobemide. Sau khi digu trj vin mdt thude MADI c6 thé phuye
hii, ¢é thé ngimg sir dyng thudc it hom 14 ngdy tude khi bit diu didu tri bing sertraline.
Khuyén céio nén ngimg sertraline it nhit 7 ngay tnede khi bit dlu didu tri véi MAOI oo thé
phuc hii.

Cdie thube MAOIs cd thé phye hii, khing chpn lpc (vi dg: linezolid)

Khing sinh linezolid i mdt MAO! yéu eb thé dao phyc hii va khéng chon kg, do 6 khing nén
ding cho bénh nhin dugc didu trj bing sertraline. Céde phin img ¢ hai nghiém trong 83 e
bido cdo & nhimg bénh nhin gin diy 43 ngimg ding MAOI (vi dy nhu methylene blue) va bt
diu ding Sertraline, hofic gin dily d8 ngimg didu trj sertraline trwde khi bt diu ding MAOL
Nhimg phin img niy bao gﬂm rumn, gift co, dd md hoi, budn ndn, ndn, do himg, ching miit va
ting thin nhiét vii cde dic diém giﬁug nhir hi chimg 4c tinh thube an thin kinh, co gt va
VOnmg.

Pimaozid

Néng d pimozid ting 1én khoang 35% di duge thiy trong mit nghién cim abi véi pimozid lidu
thitp dam 1¢ (2 mg). Tang liéu ding khéng lign quan dén sy thay d8i EKG, Trong khi eo ché coa
tromg the ndy chum duge biét 1%, do danh myc tr ligu ban ché cua pimozid, chﬁng chi dinh két
hop pimozid vii sertraline.

dinng kit hop sertraling
Cie thubc e chi kinh trung wong vi
Diing déng théri vai sertraline 200 mg/ngdy khing lim ting the dyng ctm nigu, carbamazepin,
haloperidol hofic phenytoin lén kha ning nhin thire vi hogt ddng tdm thiin & céc ddi g tinh
nguyén khoé manh. Tuy nhién, khing khuyén cio ding dong thén sertraline v ngu.
Cée thuie serotonergic khic
Ciing nén thén trong khi dimg vén fentanyl {duge sir dyung trong gy mé todn thiin hode trong
didu tri dau min tinh), cdc thude serotonergic khae (bao gom cic thude ching trim cim
serotonergic khic, amphetamin, triptans) va cic thude opioid khic.
Cian i
Cibe thude kéo dii khodng QT
Nguy co kéo ddi QTc cb thé thng 1én cling vdi vide sir dung cée thude khic kéo dii khodng
QTe (vi dy nhir thudc l:h&ng loan thin vi thude khing sinh).
Lithiwm
Trong cic nghién cire ¢ dbi chimg bing gid duge & cic tinh nguyén vién binh thuimg, ding
ﬂfmg thiri sertraline vin lithium khéng lam thay doi diing ké diroc déng hoc cua lithium, nhung
lim ting ty 1¢ bénh nhin bi run rily s0 vai nhom ding gia duge, diéu do d3 cho thiy kha nling
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tromg tde vé& mit duge lye hoe giia hai thude niy, Khi sit dung dng thivi sertraline vii lithium,
bénh nhiin nén dirge theo ddi phi hip,

Phenytoin

Mt nghién cire ¢6 ddi chimg bing gid duge & nhimg ngudi tinh nguyén binh thimg chi ra
ring, st dyng liu dii serraline 200 mg/ngly khéng gdy e ché dén sy chuyén hod cia
phenytoin & mirc 43 quan trong tam sing. Tuy ohién, vi mdt sb timg hop d duge bio cdo o6
mirc 4 phoi nhiém phenytoin cao & cic bénh nhin sir dyng sertraline, khuyén céo nén theo di
ning 45 cla phenytoin trang huyét twong khi khai ddu diéu trj voi sertraline va didu chinh lidy
cia phenytoin cho phi hgp. Thém vio 86, sir dung ddng thén vai phenytoin c6 thé 1 nguyén
nhin giy gidm ndng 46 sertraline rong huyét nromg. Khong the logi trir trudmg hop cdc chit
cam img CYP3A4 khic, vi dy nhur phenobarbital, carbamazepin, St John's Wonrt, nfampicin co
thé giiy gidm ndng 45 sertraline trang huyét iromg.

Triptans

Hign co rit it cac bio cdo sau tiép thi md th cée bénh nhin by yéu cor, ting phin xg, mit phii
hap, 1 liin, lo Hing va kich ddng sau khi sir dung sertraline vé sumatriptan. Céc triéu chimg cim
hi)i chimg serotonergic ciing cb thé xdy ra vii che sin phim khéc cing logi (triptans). Néu didu
trj déng thin sertraline vdi triptans duge bao dim vé mdt Tam sing, nén theo ddi bénh nhiin mt
cach phu hgp.

Warfarin

Vige ding déng thivi sertruline 200 mg hing ngdy véi warfarin giy thng thi gian prothrombin
i mdt s hegng nha bénh nhin nhimg 6 ¥ nghia vé mt thing ké, trong mét sb tnnimg hgp
higm hoi cé thé lim miit ciin biing gia trj INR. Do 36, thé gian prothrombin nén dinge theo dai
can thiin khi bét ddu hodc ngimg didu trj bing sertraline.

Cic twong tde thudc kidc, digoxin, atenolol, cimetidin

Duing ddng thiri sertraline véi cimetidin gy gidgm ding ké d thanh thii cia sertruline. ¥ nghia
liim sing cia nhimg sir thay ddi ndy viin chura duge bidt, Sertraline khéng co dnh hirimg 180 khd
ndng i che bets-sdrenergic cia atenolol. Khéng thiy c6 nromg tic gilra sertraline idu 200 mg
hing ngay v digoxin,

Cée thude dnh hidmg dén chive ning tiéu ciu

Neuy co chiy mdu cd the ting lén khi chc thude tic dung 1én chirc ning tiéu clu (vi du
NSAIDs, axit acetylsalicylic vi ticlopidin) hofic cic thudc khic co thé lam ting nguy co chiy
miu khi duge ding cing véi cic thude SSRIs, bao gbm ci sertraline.

Cidc thude chen thin kinh co

Céc thudc SSRIs co thé ldm gidm hoat ddng cholinesterase trong huyét nromg diin dén kéo dii
tac dung ngiin chiin thiin kinh co cila mivacurium hofic cie thude chen thin kinh co khéc.

Cie thuic dirge chuyén hod bai cytochrom P450

Sertraline co the hogt dgng nhir mit chit (e ché nhg - vira cia CYP 2D6, Diéu trj kéo dii véi
sertraline 500 mg moi ngay cho thay sy ting vira phii (trung binh 23% - 37%) cia néng 40
desipramin trong huyét tuomg (mdt diu higu cita hoat ding isozyme CYT 2D6). Tuwong tic lién
quan dén lim sing c6 thé xéy ra v che chat nén CYP 2D6 khic c6 chi s didu tri hep nhir cée
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thude ching loan nhip nhém 1C vi dy nhir propafenon vit flecainid, TCAs vi céc thubc ching
logn thin dién hinh, djc bigt & mirc liéu Sertraline cao hon,

Sertraline khdng hogt dng nhu mt chit (e ché CYP 3IA4, CYP 209, CYP 2C19 vi CYP 1A2
& mit mire 35 ding ké vé mit lim sang. Biéu ndy i dwoc xic nhin béi cie nghién ciu trong
e in-vivo voi chitt nén CYP3IA4 (cortisol ngi sinh, carbamazepin, terfenadin, alprazolam),
chit nén CYP2C19 diazepam, vi chit nén CYP2C9 tolbutamide, glibenclamide v phenytoin.
Céc nghién cini in-vitro chi ra ding Sertraline cd it hojc khing ¢6 khi ning ire ché CYP 1A2,
Udng ba ly mréc ép budi chim (grapefruit) mdi ngdy lam ting nong 39 sertraline trong huyét
tromg lén khoing 100% trong mdt nghién ciru chéo & tim d6i tugmg khoe manh Nhit Ban, Do
d, nén tranh uong nudc ép burdi trong thin gian didu trj bing sertraline.

Dhra trém nghién eiru tuomg tie vin nude ép budi chiim (grapefruit), khong thé logi trir ing vige
sir dyng déng thiri sertraline vii cic chit ic ché CYP3A4 manh, vi dy nhur chét irc ché protease,
ketoconazol, itraconazol, posaconazol, vonconazol, clarthromycin, telithromycin v
nefazodon, s& lim ting nhiéu hon mirc 3 phoi nhiém cia sertraline. Didu niy ciing lién quan
dén cic chiit e chd CYP3A4 vira phai, vi dy nhu aprepitant, erythromyein, fluconazol,
verapamil vii diltiazem. Nén trinh sie dung cde chiit i ché CYP3A4 manh trong khi didu tr]
bing sertraline,

Nong d§ sertraline trong huydt nrong duge ting cuimg khoiang 50% & nhimg ngwii chuvén héa
kém CYP2C19 so voi nhimg nguén chuyén hoa nhanh, Khong thé loai trir twong thc v cic
chit irc ché manh CYP2C19, vi du omeprazol, lansoprazol, pantoprazol, ra ole, fluoxetin,
fluvoxamin.

Twong ky cia thubc

Khing dp dung

10. TAC DUNG KHONG MONG MUON CUA THUOC

Budn nén i tic dung khing mong mudn thudmg gip nhit, Trong didu tri rbi loan lo du xi hii,
roi logn chirc ndng sinh dyc & nam gidi (khing xudt tinh ming) xiy ra & 14% nguin ding
sertraline so vii 0% o nhom ding gid duge. Nhimg tie dung khéing mong mudn ndy phy thude
vao lidu lugng va thiimg thodng qua khi tiép e didu tri.

Céc tic dung khing mong mudn cia sertraline thudmg disge ghi nhin trong cde nghién eir mi
d3i, c6 ddi chimg voi gia duge & bénh nhin OCD, rdi loan hoing sa, PTSD vi rdi loan lo du xd
hdi 1a tremg ty nhu duge ghi nhin trong cic thir nghi¢ém lim sing & bénh nhin trim cdm.

Cie phan tmg cd hai duge phin nhom theo tdn sufit: rit thudmg gip (ADR = 1/10), thinimg gip
(1/100 = ADR < 1/10), it gép (1/1000 < ADR < 17100), hiém gip (1/10000 < ADR < 1/1000)
vii riit hidm gip (ADR < 1/10000), v khéng ré (khing c6 56 ligu),

Nhilm tring va nhifm ky sinh tring:

- Thuimg glp: nhidm tning duimg hé hap irén, viém hong, viém mii;

- It glip: viém da day rudt, viém tai gil;

- Hiém gfp: viém tii thira.

Ciie khbi u tiin sinh, lanh tinh, dc tinh v khong xdc dinh (bao pdm i nang vi polyp):

= It ghp: u tin sinh.
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Réi logn mau va h§ bach huyét:

- Hiém gip: bénh hach bach huydt, gidm bach clu, gidm tidu clu,

Roi logn b midn djch:

- It glip: qua mén, dj img theo mia;

- Hiém glip: phin img phin v§,

Rii logn ndi tiét:

- It gip: Suy wyén giap;

- Hiém gip: ting prolactin huréll.. tié¢t hormone l:hﬁng bai nigu khing thich hop.

Réi loan chuyén hod va dinh duimg:

- Thurimg giip: chin @, ting cam gidc thém in;

- Hidm gip: ting cholesterol mau, dai thio duimg, gidm didmg huyét, ting dwimg huyét, gidm
natri huyéL

Rii logn tim thiin:

- Riit thirimg gdp: miit ngi;

- Thuimg gip: lo ling, trim cam, kich ding, bin chin, giam ham mudn tinh dyc, cing thing,
suy nharge, d¢ méng, n,ghit’!n ring;

- It gip: ¥ nghi/hinh vi ty sat, roi logn tim thin, suy ngh bét thirdmg, thir o, 4o gide, hung hing,
humng cim, roi logn nhin cich;

- Hiém giip: réi logn chuyén dang, dc mdng, phy thude thubde, ming du, xudt tinh sém.

Riji loan hé thiin kinh:

- Riit thuimg glip: chong mit, nhire diu, budn ng;

- Thuimg glp: run, i loan vin ding (bao gom cic tnéu chimg ngoai thap nhu tng vin ddng,
tng tremg lwe oo, logn trwomg Iy e, nghién ring hode ding i biit thudmg), ting triremg luc
co, rOi logn chi ¥, suy giam vi gidc;

- It glip: mit tri nhd, gidm cim gide, co co khdng e ch, ting ddng, dau nirs diu, co gife, ching
mit tur thé, phéi hop bdt thuwdmg, rdi logn ngin ngir;

- Hiém gip: hén mé, nim ngdi khing vén, réi logn viin ding, ting cim gise, co thit mach mau
niio (bao gbm hi chimg co thiit mach méu nio co hoi phyue va hii chimg Call-Fleming), thm 1y
bén chén, rdi logn cam gidc, min gigt mia vim, cic dau higu va rigu chimg lign quan dén hii
chimg serotonin hodic hdi chimg an thin kinh &c tinh: trong mdt s tnwémg hop 6 lién quan dén
vide sir dung ddng thiv ce thude serotonergic bao gbm kich dong, 10 1in, todt md hai, ticu
chiy, s, a0 huydt d4p, co wimg vi nhjp tim  nhanh,
Rii logn miit:

- Thurimg gip: rii logn thi gide;

- It giip: gidin dong uir;

- Hiém giip: mic nhwge thi, ting nhdn dp, chimg song thi, so dnh sdng, phii né, dbng 1r khing
diéu, thi lye bat thudmg, roi logn tuyén 1§;

- Khéng xic djnh: ving mac do dudmg huyet cao.,

Réi logn tai va tai trong:

- Thardmg glp: O tai;

- It glp: dau tai,
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Rii logn tim mgch:

- Thirimg gdp: diinh tréng ngye;

- It giip: nhip tim nhanh, rdi logn tim mach;

- Hiém gip: nhéi mau eor tim, xodn dinh (TdP), nhip tim chim, kéo dai QTe.

Réi logn mgch mau:

- Thutmg giip: nong bimg A4t ngdi;

- It giip: chay mau bit thudmg (nhir xuit huyét tiéu hoa), ting huyét ip, ndng bimg, tifu ra méu;

- Hiém gip: thiu miu cyc bd ngoai vi,

Rébi loan hi hi hiip, lﬁnglgul:vitrungll:il:

- Thuimg giip: ngap;

- It glip: khé theé, chéy mau cam, co thit phé quin;

- Hiém gip: ting thing khi, bénh phéi ke, co thilt thanh quin, kho the, the rit, gidm thong khi,

nfic cut.

Roi logn tidu hia:

- Rat thuimg glip: tiéu chiy, budn ndn, khi migng;

- Thirtmg gip: tho bén, khi tidu, dau bung, ndn, diy hoi;

- It gép: di tiéu phin den, rdi logn ring, viém thye quin, viém ludi, bénh tr, ting tidt mede bot,

khis nudt, ¢ hon, rii loan ludi;

- Hidm gip: loét migng, viém ty, di ngodi ra miu, loét heii, viém migng;

- Khéing xéc djnh: viém dai trang vi thé.

Rii loan h§ gan mit:

- Hiém gip: chire ning gan khing binh thuimg, cae vin dé vé gan nghiém trong (bao gbm viém
gan, vang da vi suy gan).

Rii logn da vi mi dwrdi da:

- Thutmg glip: phat ban, ting tiét md hoi;

- It giip: phit quanh hic mit, may day, rung toe, ngirs, ban xuit huyét, viém da, khé da, phi

miét, 46 mo hoi lanh;

- Hiém gip: cic béo cio hidm gip vé ciic phin img 6 hai nghiém trong trén da (SCAR): vi dy

nhir hi chimg Stevens-Johnson vi hoai tir bidu bi, phin émg da, nhay cam véi dnh sing, phil

mach, két ciu toc bit thudmg, mii da bat thwimeg, viém da bong nude, nang phat ban.

Réi logn co xwrong va mi lidn kit

- Thudmg gip: ddu lung, dau khop, dau oo;

- It giip: vigm khémp, co co gift, chudt rit oo, véu co;

- Hiém glp: tidu co vin, rdi logn xuomg.

Rdi logn thin vi hé tiée nigu:

- It giip: tiéu tign nhiéu, rdi logn tiéu tign, bi tiéy, ligu khing kiém sodt, da nidu, tido diém;

- Hiém gip: khing tidu duge, thidu nidu.

Rii logn hi sinh sin va vii:

- Riit thirdmg giip: khong xudt tinh duge;

- Thurimny giip: kinh nguyét khéng déu, rdi logn cirong duong;
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- It glip: rdi toan chire niing sinh dye, rong kinh, xut buyét im dgo, rdi loan chire niing sinh dyc
nil;
- Hiém giip: tiing tiét sita, viém teo im dpo, tié dich sinh dye, viém bao quy diu, vi 1o & nam
gin, cuong dau duong viit;
- Khéng xic dinh: bing huyét sau khi sinh,
Rii logn chung vi chi dinh tyi chi:
- Rt thutmg gip: mét mdi;
- Thirbmg glp: khi chju, dan ngyc, 0L, suy nhirge;
- |t giip: phit ngoai vi, ém lanh, ding di bt thudmg, khit muéc;
- Hiém glip: thodt vi, gidm dung nap thude.
Ciic nghién ciru diéu tra:
- Thuimg glip: ting ciin;
- It gip: ting alanin aminotransferase, ting aspartate aminotransferase, giam cin;
- Hiém gip: ting cholesterol mau, cic két qui xét nghi¢m 1m sing bét thuémg, tinh dich bit
thutmg, thay doi chire ni.ngtiéucﬁu
Chiin thwong, ngh djc va cic bién chirmg qui trinh:
- Thudmg pip: chan thuong.
Thii tye philu thudt va v té:
- Hiém gdip: thi thuft giin mach.
Cic trifu chimg cai thube khi ngirng didu trj bing sertraline
Viée ngimg sir dyung sertraline (ddc bigt khi ngzimg dit ngit) thuomg din dén cic wiéu chimg eai
thude. Chong mit, rdi loan cim gide (bao gdm cd dj cam), rdi logn gidic ngi (bao gbm mit ngd
vi nim mé nhiéu), kich djng hofic lo lng, budn nén vasholic ndn mim, run va dau du 1 nhimg
trigu chimg thuimg glp nhit. Noi chung, nhiing triéu chimg ndy thudmg & mire d nhe dén
lrung binh vé ¢6 thé ty hoi phyc; ey nhién, & mt s& bénh nhin, ching co thé & mirc 46 njng
vi / hode kéo dai, Do 46, khuyén cdo ding khi khéng cin didu tri bing seriraline nim. nén
ngimg diin bing cach gidm lidu,
Ngwrid cao tudi
Cic thube SSRIs hoge SNRIs bao gdm sertraline c6 lién quan dén céc tnnimg hop giam natri
huyét ding ké vé mit lim sing & bénh nhin cao wdi — d6i wgng co nguy co cao hon ddi véi
tic dyung phu ndy.
Tré em
Trong hon 600 bénh nhi duge didu trj bing sertraline, hd so ting thé cia cic phin img cd hai
nhin chung tuong ty nhir trong cdc nghién ciru trén ngudn lom. Cic phian img co hai suo diy di
duge bao cdo tir cac thir nghigm co dbi chimg (n = 281 bénh nhin dwge didu trj bing
sertraline):
- Réit thiemg gap (=1/10); Nhire ddu (22%), mét ngd (21%), tidqu chiy (11%) va budn nén
(15%).
- Thuémg glip (=1/100 dén <1/10): Pau ngye, hung cam, sot, nén mira, chin &n, tm trang thit
thuromg, hung hiing, kich diing, lo ling, ri logn chii ¥, chong mit, ting vin ddng, dau nir diu,
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ngll gd, run, rdi logn thi gidc, khd migng, kho tiéu, 4c mdng, mét moi, tiéu khong ty chil, phit
ban, myn trimg cd, chiy miy cam, day hoi.

- It gip (21/1000 dén <1/100): Dign tim 8 QT kéo dii, ¢ ging ty tir, co gidt, rdi logn ngoai
thép, loan cim, trim cim, éo gisc, ban xudt huyét, ting thang khi, thidu méu, chirc ning gan
bét thuimg, alanin aminotransferase ting, viém bang quang, viém do virus herpes simplex,
viém tai ngodi, dau tai, deu mit, giin dong tir, kho chiu, tidu ra méu, ndi mpn mi, viém mii,
chitn thuong, gidm cin, co gift co, gile mo bit thumg, thiy o, albumin nidu, tidu rit, da nigu,
dau vii , rii logn kinh nguyét, rung e, vidm da, rdi logn da, mii da bit thisimg, miy day, bim
tim, 4o bimg,

- Khéng rd: d4i diim.
Hiéu img nhém
Cie nghién ciru dich 1 hoe, chi yéu duge tién hinh & nhimg bénh nhén tir 50 wéi trir 1én, cho
thity nguy oo gy xuomg ting lén & nhimg bénh nhin ding SSR1s va TCAs. Co ché din dén
nguy co niy vin chira duoe biét r.
11. QUA LIEU VA CACH XU TRi
Qui lidu
Djc tink: Sertraline cd pham vi an wén phy thuge vio nhom bénh nhin vivhodc vige ding
dédmg thin vin ciie thude khic. Cic tnrimg hop tir vong ciing dil dupe béo cio lidn quan dén vide
ding qui lidu sertraline, sir dung lidu dom 1é hofic khi phéi hop véi cic thude khic vivhoie vir
rurgus. Do o, biit ky trsimg hop qua ligu ndo déu phai duoc diéu tri v 6 kip thei.
Trigu chimng: Céc trigu chimg cia qui lidu bao gbm cac tic dyng phy qua trung gian serotonin
nhar budn ngil, rdi loan téu hod (nhu budn ndn vi ndn), nhip tim nhanh, run riy, kich ddng vi
choang vang. Tinh trang hin mé cing d& dirge bdo cio nhung it gip hon.
Kéo diii khodng QTc/ Xodn dinh d& duge bao cao khi ding sertraline qué lidu. Do dé, nén theo
doi dign tdm a6 ECG trong tht ci cde tnnimg hop sir dyng qué lidu sertraline,
Ciich vir tri khi diing thube qui lidu
Khong co thudc gidi djc diic hi¢a cho sertraline, nén thiét lip vil duy tri mot duimy thir 4é dam
béo cung cip di oxy va trao di khi néu cin. Than hogt tinh, mdt chit cd thé phéi hop v
thude tiy, co thé cho higu qua trong duomg hojic hiéu qua hon 1 phirong phap sie rut, didu
niy nén duge xem xét khi didu trj qud lidu sertraline, Khong khuyén cio sir dung cdc bién phip
giiy ndn. Nén theo ddi tim (vi dy: ECG) vi cic thing sd quan trong cua sy sbng song song viri
cic bign phap xir Iy trigu chimg chung va cic bién phip hdi sirc. Do thé tich phin bd ring cta
sertraline trong co thé, nén cac bin phip nhu giy lgi tidu bit bude, tham phin, truyén mau,
thay mau diéu khing mang lai két qua.

12, CAC PAC TINH DUQC LUC HOC

Nhém durge 1¥: Thudc irc ché tii hilp thu serotonin ¢é chon loe (SSRIs)

Mi ATC: NOGABOG

Cor ché tie dyng:

Sertraline I& mét chit irc ché manh va djc hidu ddi vai sy hiip thu serotonin (5 - HT) cia cde 1é
béio thin kinh trong dng nghigm, két qua 13 lim ting cutmg e dyng cia 5 - HT trén ding vl
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Na chi co tic dung rit yéu d6i vi sur 1di hilp thu norepinephrin vi dopamin coa cde 1 bao thin
kinh. O cde lidu lam sing. sertraline ngiin chiin sy hiip thu serotonin vio trong cic tiéu chu &
ngudr. No khing 6 tic dyng kich thich, an thin hay tic dyng khing cholinergic hay giy dic
trén tim & ddng viit. Cée nghién ciu c6 kiém sodt & nhimg tinh nguyén binh thuimg cho thily
sertraline khong ct tde dyng an thiin va khong cin trér hogt ding thin kinh. D& véi the dyng irc
ché chin loc sy hitp thu § - HT, sertraline khing ting cudmg hoat dfing cin catecholaminergic.
Sertraline khing c6 i lyc véi cée thy thé h§ muscarinic (cholinergic), serotonergic,
dopaminergic, adrenergic, histaminergic, GABA hay benzodiazepin. Viée sir dung kéo dai
sertraline & ddng vilt cb lign quan dén viée giam diéu chinh cia cdc thy thé norepinephrin & niio
nhu duge quan sat thity & cae thude chéng trlm cdm vii ching d&m dnh khic co hidu qua lim
sing.

Sertraline di duge chimg minh 1 khing co kha ning ghy lam dyng thudc, Trong mit nghién
eiru ngdu nhién mi d6i, c6 d6i chimg bing gid duge vé so sénh khi ndng giy lgm dyng thudc
gilra sertraline vit alprazolam va d - amphetamin & ngwoi, sertraline khang gly m céc the ding
chii quan tich cyc din dén kha ning giy lum dung thudc. Ngwee lai, nhimg déi trong di duge
dinh gid 14 alprazolam va d — amphetamin déu manh hon ding ké so vii gid duge vé khi niing
gily thém thude, sang khodi va khi niing giy lam dyng thubc, Sertraline khing giy ra cic trang
thii kich thich vi lo fu nhir d - amphetamin hay an thin vi soy véu tim tdn nbr alprazolam.
Sertraline khéng ob tic dung nbur mt chilt liing cuémg tich cye & nhimg con khi rhesus dupe
hudn luyén dé ty ding cocain, nd ciing khing déng vai trd nhur mot chit kich thich phiin bit
ddi viri d - amphetamin hay pentobarbital & khi rhesus,

13, CAC PAC TINH DUGC PONG HOC

ij thu

0 ngwiri, sau khi uhng lidu mit Lin hing ngiy trong khodng rir 50 dén 200 mg trong 14 ngdy,
ndng d) dinh cin Sertraline trong huyét twong (Coes) dat duge rong khodng thir gian 4,5 dén
B,4 gidr sau khi udng,

Thirc fin khing lim thay déi ding ké sinh khi dyung ciim vién nén sertraline.

Phiin bé

Khodng 98% lugng thude liru thing trong uin hodn I gin két van protein huyét trong,
Chuyén hod

Sertraline bj chuyén hod & gan phitn 1ém & lan chuyén hia thir nhat. Dy trén dir ligu lim sang
va in vitro, ¢6 thé két lugn ring sertraline bj chuyén hod qua nhita dwimg bao gdm CYP3AM,
CYP2C19 vi CYP2B6, Sertraline vi chit chuyén hod chinh desmethylsertraline ciing 18 chit
nén cua P-glycoprotein tén in vitro.

Thii trir

Théri gian ban thii trung binh cia sertraline 14 khodang 26 gidr (ndm trong khodng tir 22 dén 36
gidr). Tuong quan vii thin gian bin thii cudi clng, b sy tich t khodng hai lin dén cie ndng 43
& trang thi hiing dinh dat duge sau mt win ding sertraline lidu mjt Lin hing ngay. Thé gian
bin thai cia N-desmethylsertraline ndm trong khoang tir 62 dén 104 gid. Sertraline vi N-
desmethylsertraline déu bi chuyén hod phin Iém & trong cor thé ngwi v cho ra cic chit chuyén
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hod duge dio thii qua phin vi qua nude tiéu vai mdt ty 1€ nhi nhaw. Chi cd mdt hegmg nhd (<
0,2%) sertraline & dgng chua bidn ddi duge dho thii qua nude tidy,

M twromg quan tuvén tinh/ khing tuvén tinh

Sertraline b cac diic tinh duge ding hoc ty 1§ vai lidu ding trong khodng lidu tir 50 dén 200
mg.

Cic nhom bénh nhiin dic bif

Binh nhi bj vdi logn dm dnk cudng bire

Cie djc tinh vé duge ding hoc cin sertraline duge nghién cin @ 29 bénh nhi trong 36 tudi 6 -
12 tudi vi 32 bénh nhi 35 i 13 - 17 wwdi. Bénh nhin duge ting lidu din 1én 16i 200 mg/ngsy
trong vong 32 ngdy von lidu khoi dau 1 25 mg va ting licu dan hojc liéu khi diu 50 mg vi
ting liéu diin. Phic 46 25 mg va phic d6 50 mg dwge dung ngp nhy nhau. O trang thai én dinh
viri lidu 200 mg, néng 4§ dinh trong huyél treng cia sertraline & nhom 6 - 12 wdi cao hon
khodng 35% so voi nhom 13 - 17 tubi vi cao hon 21% so véi nhém ngudi lom tham chidu,
Khéng o6 sy khic bidt gifta cdc bé trai vi bé gii vé 4 thanh thii. Vi vity, litu khéi diu thip vi
chc bude chuan lidu 25 mg duge khuyén edo cho té em, diic bidt d8i vii tré em 6 trong luyng
co thé thiip. Thanh thidu nién c6 thé ding liéu nhr ngwi om.

Thanh thiéu mién vé ngudd cao twii

Ho so duge ding hoo o thanh thiu nign vi nguin cao tudi khong co khic bigt ding ki so v
chc doi tugmg trong 40 tudi tir 18 dén 65 wdi.

Bénh nhan suy gan

€} nhimg bénh nhiin bj tdn thiong gan, thin gian bin thii cia sertraline kéo dii vi AUC ting
giip 3 liin,

Binh nhin suy thin

ﬂhénhnh.&nmy thiin vira v ning, khing cé sy tich mdﬁn;gké sertraline.

Dhrgee 1§ hoe

Nong d¢ sertraline trong huydt twong cao hon khodng 50% & nhimg nguii chuyén hoa kém
CYP2C19 so v nhimg nguiri chuyén hda nhanh. Y nghia lim sing cia hién tromg nay 18 chim
rd ring, v bénh nhiin clhn dirge chuln 4@ diea trén phan tmy lam sang.

14. QUY CACH PONG GOI

Hop 2 vi x 14 vién nén,

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

Bitu ki¢n bio quin:

Bio guin duéi 30°C, rong bao bi cia thude.

Han dang:

24 thing ké tir ngiy sin xudt.

Tiéw chudin chiit lwgmg:

TCCS.
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16. TEN, PJA CHI CUA CO SO SAN XUAT THUOC
Cor sii sitn xufit: NOBEL ILAC SANAYTI VE TICARET A S.
Dia chi: Sancaklar Mah. Fski Akeakoca Cad, No: 299 ¥1 100 DUZCETURKEY(Thi Nhi K3
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