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Each film-coated lablet cantains 100 mg of Serraline
Cral administration

Take medicine acceording 1o your doctor's instruction
Read the package leaflef before use

Store below 30°C, in original package

Medicinal proeduct subject to medical prescription

Keep out of reach and sight of children.
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Rx - Thudc dimg theo don bdc sy ) .
Doc kyf heong ddn sit dung trude khi dimg. Néu can thém thong tin chi tiét xin hoi bdc sy

Thanh phan: M3i vién nén bao phim ¢6 chita: Hoat chit: Sertraline 100mg; Ta dwoe: Magnesium Stearate,

Colloidal Anhydrous Silica, Calcium hydrogen phosphat didydarate, Sodium Carboxy Methyl starch,

Microcystallin Cellulose 102, Opadry Il 85F28751 (Polyvinyl Alcohol, Titanium Dioxide (E171), Talc,

Polyethylene Glycol 300)

Nhom duge Iy: Thuoce chong dong kinh

Duge lre hoe

Sertraline 12 chit tic ché manh va dgc hi¢u sy thu hdi senotonin (5-HT) & dau sqi thin kinh.

O cac liéu lam sang, sertraling trc ché sur thu hdi serotonin vao trong céc tiéu cau & ngudi. No khong co tac

dung kich thich, an thin hay tic dung khang cholincrgic hay gay doc trén tim & dong vét. Nho tac dung tic

ché chon loc sur thu hoi 5-HT, sertraline khong tang cutng hoat tinh ciia hécatecholaminergic. Sertraline

khéng co 4i luc voi cae thu thé hémuscarinic (hé cholinergic), serotonergic, dopaminergic, adrencrgic,

histaminergic, GABA hay benzodiazepine. Diing lau dai sertraline & cac dgng vét cd lién quan dén viée diéu

chinh giam cac thy thénorepinephrine ¢ ndo ciing nhu thuong gap phai o céc thude chdng trim cam va

chéng am anh co hiéu qua lam sang khéc.

Khéng giéng nhu cac thude chdng trdm cam 3 vong, khong thiy ¢6 hién tugng tang can, thim chi vai bénh

nhén con giam cdn khi diéu tri bing sertraline. )

Sertraline chimng to la khong c6 kha nang gdy lam dung thude.

Duwge dong hoc:

Hap thu:

Sertraline co cac dic tinh duge dong hoe phu thude theo liéu trong khoang tir 50-200 mg & ngudi, sau khi
ubng liéu mdt lan hang ng.w trong khodang tir 50-200 mg trong 14 ngav nong do dinh trong huyét tuong

(Cmax) cua sertraline xuét hién trong khodng 4,5 dén 8,4 gitr sau khi udng. Céc nghién ctru trén déng vat chi

ra ring sertraline ¢6 thé tich phén bé lém. _

Céc dac tinh vé duge dong hoc cua sertraline & céc bénh nhan nhi khoa bj r6i loan cudng birc am anh da

duoc chimg minh 1a twong tu ngudi 16n (mdc di, cic bénh nhan nhi khoa sir dung sertraline ¢6 hiéu qua hon

mot chit). Tuy nhién ngudi ta khuyén nén ha‘[hﬁp licu 6 cdc bénh nhan nhi khoa ma c6 trong lugng co thé

thap (dic biét nhimg bénh nhi tir 6-12 tudi) dé tranh ndéng dé qud cao trong huyct tuong.

Chuyén hoa ) . _ ) _ A
Sertraline bj chuyén héa phan I6n trong pha dau & gan. Chét chuyén héa chinh trong huyét tuong ‘E% ol

desmethylsertraline, mot chdt it hoat tinh hon dang ké (khoang 20 1an) so véi sertraline trén inviteds
nhién chua c6 thir nghiém vé hoat tinh trén mé hinh invivo & cc bénh nhan bi trim cam.

Thai trie:

Thaoi gian ban thai cua N-desmethylsertraline nim trong khoang 62-104 gid.Sertraline va N-
desmethylsertraline déu bj chuyen héa phan 16n & trong cor thé ngudi va cho ra cée chét chuyén hoa dugce
dao thai qua phén va qua nudc tiéu & dang chua bién doi.

Chi dinh:

- Diéu tr triéu chung trdm cam, bao gom trdm cam di kem bai cac tnt;u chirng lo du, 6 céc bénh nhén
¢6 hay khong co tien st ching hung cam. Saukhi ¢ nhitng dap tng tdt, viéc diéu tri tiép tuc voi
sertraline mang lai hi¢u qua trong viée ngan ngira sy khoi phat lai cua bénh trdm cam hofc su tai phat
cdc giai doan trdm cam tiép theo. ) )

- Diéu tri rdi loa cudng birc &m anh (OCD). Tiép theo su dap tmg ban déu sertraline duy tri hiéu qua
kéo dai, an toan va dé dung nap tdt trong qud trinh diéu tri kéo dai dén 2 nim r&i loan cudng bic 4m
anh (OCD).

- Didutri céc bénh nhan nhi khoa bj réi loan cudng buc dm anh (OCD).

- Didu trj réi loan hoang loan, ¢d hay khong ¢6 chirg hoang s¢ khodng réng.

Diéu trj rdi loan stress sau chdn thuong (PTSD).
Chong chi dinh:

- Bénh nhén c6 tién sir qua mdn cam vdi sertraline

- Khéng dugc sir dung ddng thai sertraline trén cic bénh nhan dang diéu trj voi cac thudce e ché men
monoamine oxidase (IMAQ).

Thén trong:

g



httpS //ﬂh&tﬂU&Gﬂg@Cﬁ?ﬂfhnCHm[)amlm oxidasc (IMAQ): cac trudng hop ¢d phan trng nghiém trong doi
khi din dén tirvong déd dugce bao cdo ¢ cac bénh nhén su dung sertratine phéi hop vai IMAO. Khéng
duge st dung ph()l hop cung IMAQ hoidc trong vong 14 ngdy sau khi nglig didu tri voi cac thude
nay. Tuong ty, phai dirng didu tr] vai sertraline tdi thidu 14 ngdy trude khi didu te] véi cde thube
IMAQ.

- Céc thude gay cudng héserotonergic khdc: gy tang cudmg tie dung din truyén thin kinh trén
héserotonergic, nén duge tién hanh cén than va nén tranh bt et khi nao co thé duge do nguy co
tuong tde vé duoe 1y hoe,

Chuyén dbi giila cdc thude e ché chon loc sir thu hi serotonin (SSRIs), cdc thude ch(mg trim cam
hodc cdc thude chdng am anh: nén theo ddi va ¢o cac danh gid than trong Kkhi chuyén ddi, dic biét 1a
tlr cac thude ¢ tac dung kéo dai nhu fluoxctine. Khoang thoi gian ¢An thiét dé lam sach thudc ra khoi
co thé trudce khi Lhuybn dbi tir mét thude tie ché chon loc su thu héi serotonin sang mét thude khéc
vin chira duge thiét 1ap.

- Tang hung cam/ giam hung cam: Tang hung cam/ giam hung cam cling duge bao cao & mdt Ly 1é nho
bénh nhan bi rdi Joan tinh cam ning, duge didu tri bing cac thude chéng trdm cam va cac thude
chéng am anh khac tén thi truong,

- Con déng kinh: Céc con dong kinh 1a nguy co tiém tang véi vige sir dung cac thude chdng am dnh.
Tuy nhién do sertraline chua dige danh gid & cac bénh nhan bi chimg rdi loan con ddng kinh nén
tranh so dung né cho cac bénh nhan bi déng kinh khéng én dinh da duge kiém sodt nén theo ddi cin
thén. Nén nglimg siv dung sertraline ¢ bit ky bénh nhén nao 6 phat trién con déng kinh.

- Tu ti: Do kha niing bénh nhan mudn ty tir gén lién v&i cde bénh nhén trdm cam va c6 thé ton tai cho
dén khi e6 duge sy thuyén giam dang ké, nén cn giam sat chiit che cac bénh nhan trong giai doan
khoi dau didu tr.

Anh _hwing trén khi ndng lai xc va vin hianh may mdéc:

Thudc khéing ¢6 anh hudng trén kha nang hoat dfng tam than. Vi cac thudc hudng thin noi chung co the tam
suy giam kha nang lam vige vé tri tué hay co bip can thiét cho nhiing cong vide ¢6 nguy co tiém 4n cao nhu
lai xe hay van hanh may mdc, Bénh nhin nén thén trong.

Phuy nit c6 thai va cho con bii: )

Sertraline duge ghi nhén ¢6 lién quan den viéc chdm hinh thanh xwong & phéi thai. Chi nén sir dung thude
cho phu nit ¢é thai khi nhiing Ioi ich ma nd mang lai I&n hon nhitng rii ro ¢o thé co.

Cé rét it dit licu lién quan dén nfmg do cua sertraline trong sita. Khdng cd khuyén cdo ding thude cho ba me
cho con ba trir khi ¢6 sy ddnh gid k¥ cang cia bac s§ ring loi ich diéu trj mang lai 1on hon nhirng i ro ¢6
thé ¢o .

Cac phu nit ¢& nguy cd thai nén s dung cde bién phap tranh thai day du khi su dung sertraline.

Tuong tic thube ) > ~
- Thudc irc ché men monoamine oxidase (IMAQ) khong sir dung phoi hop vai disulfiram hoa%%mg,
trong vong 14 ngay sau khi dimg digu tr vai disulfiram.
Cac thuoc ire ché thdn kinh trung wong vér rroukhdng ding déng thoi véi sertraline.

- Lithium: Nén c6 cac bién phap theo ddi thich hop khi st dung ddng thoi sertraline véi cde thude
lithium, chét nay cé thé ca tac dung théng qua co ché hoat hoa hé scrotonegic,

- Phenyltoin: Nguoi ta khuyén ¢do nén theo dai ndng da cia phenyltoin trong huyét twong khi khoi
diu didu trj véi scrtraline va diéu chinh lidu ciia phenyltoin cho phi hop.

- Sumatriptan: Cin co céc bién phap theo dai bénh nhan thich hop néu trén lam sang bit bude phai
didu tri phm |1Q'p gitra sertraline vi sumatriptan,

- Cdc thudc ¢6 oan két vmproh’m hayét tromg: o sertraling gan két véi protcm huu,t tuong nén can

ghi nhé ¢6 nguy vo tiém 4n cia sy luong tae gita sertraline va cae thude gén két vai protein huyét
wong khic.

- Warfarin:Ding ddng thoi gay tang co ¥ nghia théng ké vé thdi gian prothrombin, ¥ nghfa lam sang
clia tae dung nay van chua duge biét.

- Co twong tdc thude khde:Sir dung ddng thii sertraline 200mg/ngay vl diazepam bay tolbutamide
gay bién d6i mot chit nhung ¢6 ¥ nghia thonq ké vé vai thang sb duge déng hgc. Dung dbng thei
sertraline véi cimetidine giy giam dang k& do thanh thai caa Sertraline. Khong thdy co tuongt tac
gilrta sertraline 1idu 200mg hang npay vai glibenclamide hay digoxin.

- Diéu tri soc dién (ETC):Chura c6 nghién ciiu lam sang thiét 1dp nguy co hay loi ich cua viée két hop
séc dién va sertraline.

Tac dyng khéng mong mudn:
- 11& thin kinh thye vat: Gian dbng tir, cuong dau dwong vat.



https //nhath%%g%m&@mé di ang, suy nhuoc, mét moi, sdt va birg mat.

[1é tim mach: Dau ngue, lc‘mg, huyct 4p. danh tréng nguc, phi quanh héc mit, ngdt va tim nhanh.

- Hé than kinh trung wong va ngoai vi: Hon mé, co gidt, dau déu, dau nia du, rdi loan vin dong (bao
pdm céc triéu trimg ngoai thap nhu tang vin dong, tang truomg lue co, nghién ring hay dang di bat
thuong) di cam va giam cam gidc.

- Cac dau hiéu va triéu chimg ¢o lién quan dén hai chirng ngd doc serotonin ciing dugc béo cdo 0 mot
vai truomg hgp st dung ddng thivi voi cae thude cutmg héserotonergic, bao ghm kich dong, 1u 1an,
lodl mo hai, ia chay, sot, tang huyét ap. co clrng va nhip tim nhanh

- Hé ndi tién: Tiéng tiet siva, liing, prolactin huyét va cudng gidp trang.

- Heé tiéu hoa: Dau bung, viém tyy, ndn.

- Hé tao mau: Thay dbi chire nang tiéu ciu, chay mau bt thudng (chay mau cam, xudt huyét tiéu hoa,
di tiéu ra mau)

- Céc thay ddi vé xét nghiém sinh hoa

- Hé gan mdt: cdc bénh gan nang (bao gbm viém gan, vang da va suy gan), ting khong cd triéu chimg
transaminase huyét urong (SGOT va SGPT).

- Hé dinh dudmg va chuyén hoa: Ha natri huyét, tang cholesterol huyét tuong.

- Tam than: Kich dgng, phan tmg thai qué. lo ldng, cac triéu chimg u udt, o gidc va loan tam thén.

- Hg sinh san: Kinh nguyét khong déu.

= Hé hap Co thit phl: quan.

- Da: Rung l6ng toc, phii mach va ban da (bao gbm, hiém gap cdc trudmg hop viém da tréc vay nang)

- Hé tiét ni¢u: Phi mat, bi ticu ) )

- Céc triéu ching khae: Cac triéu ching xudt hién khi ngimg di€u tri vii sertraline da duge bdo céo
bao gdm: kich ddng, lo ling, chong mat, dau ddu va di cam.

Liéu ding:
Sertraline nén diing mot lan mdi ngay vao budi sang hodc bubi tdi, diing cung thire an hoéc khong ciing thirc
an.

Diéu tri ban dau

TrAm cam va roi loan clrﬁrn;, birc am anh: liéu khuyén céo 1a 50 mg/ngay.

R&i loan hoang loan va rdi loan stress sau chan thuong: nén duge bat dau diéu trj voi lidu 25 my/ngay. Sau
mot tan, liéu trén nén duoc ting 1én dén 50 mg, moi 1an mot ngay.Liéu ding nay da dugc chimg minh |a
giam duge tén sudt cac tac dung phu cdp tinh khi khoi ddu diéu tri, 13 diic trung cta chimg rdi loan hoang so.

Liéu chudn:

Tram cam rbi loan xung lue cudng birc am anh. rdi loan hoang s¢ va rdi loan cang lhanb sau Lhdl'l

Cic b¢|‘lh nhan ma khéng dap tng vai liéu 50 mg ¢ thé thu duge két qua tot khi lang liéu diéu tri. %ﬂm
ddi Jiéu nén duge tién hanh vii khoang cich it nhat la | luan 6 thé ting lén mirc 16i da 200 mg/ néa
sertraline ¢6 thai gian ban thai 24 gid, moi sur thay ddi vé liéu luong khong nén tién hanh vai khoang cach it
hom mét tuan.

Tac dung khai dau diéu tri c6 thé duoc quan sat thﬁy trong vong 7 ngdy. Tuy nhién, théng thudng cén thiét
¢6 khoang thoi gian dai hon dé ¢6 thé dap (g diéu trj 6 rang, dac biét trong chimg réi loan xung luc cudng
birc @m anh .

Diéu tri duy tri:

Liéu dung trong qua trinh diéu trj dai han nén dugc giir & mirc thap nhit ma co hiéu qua, sau do diéu chinh :
tiy theo mirc dé ddp tng didu tri. /
Str dung o tre em:

D6 an toan va hleu qua diéu tri O tré em da duoc thiép lap o cac bénh nhan nhi khoa bi ching rdi loan cudng

birc am anh lu0| tir 6 dén 17 tbi.

Bénh nhan tudi tir 6-12 tudi: nén dung liéu khoi dau 25 mg/ ngay, tﬁng 1én 50 mg/ngay sau | tudn diéu tri.

Céc lidu tlep theo co thé tang 1€n, trong trudng hop thiéu dap (g véi 1iéu 50mg/ngay, dén 200 mg/ ngay néu

can.

Bénh nhan tudi tir 13 dén 17: Nén dugce bit ddu vdi liéu 50 mg/ ngay.

Neén dugc xem xét trude khi ting liéu vuot qud 50 mg/ ngay.

Sie dung ¢ ngudi cao tuoi: Co thé sy dung liéu tuong tu nhu céc bénh nhan tré.
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httpS/ﬂ?DﬁmHQﬁf}QQ%@Hk}hE@Mc chuyén héa phan 16m tai gan. Nén khai ddu than trong khi sir dung
sertraline o cde bénh nhan bi bénh gan, Nén sit dung lidu thap hon hode ting khoang céch giira cdc lidu o cac
bénh nhan suy gan.
Bénth nhdn suy thdn: Phin 1én sertraline bi chuyén hoa trong cor thé, chi mdt lugng nho & dang chua bién déi
duge thai trir qua nuéc tiéu nén khéng bar bude phai diéu chinh liéu ding theo céc mae dé suy thin.
Qui litu
Céc trutmg hop ding qud liéu véi ligu don doc 1én dén 13 ,3g da dugce bao cao. Cde trudng hop Lir vong cling
da duge bdo cao lién quan dén qua liéu coa sertraline, chu yéu 1a khi dung phdi hop véi cac thude khac va
rugu. Bt ky truomg ligp qua lidu nao clng déu phai dugre diéu tri mt cach tich cyc.
Cac tri¢u chimg qua lidu: Neo ga. rSi loan tiéu héa (budn ndn va ndn), nhip tim nhanh, run rdy, kich déng va
chodng vang, it gdp hon 1 hén mé,
Khom, o thude giai doc dic hidu, nén th|ét tap va duy tri mgt ducmg the dé dam bao cunp Lép du oxi va trao
dbi khi Than hoat phdi hop vai thude Ay cd thé cho higu qua trong duong hoic higu qua hon 1@ viée rira da
day.Khong khuyén cdo sir dung cac bién phap gay non. Nén theo doi cic ihong sb guan lrong cua s sonp va
titm song song vai cdc bién phap xu 1y triéu chimg chung va cic bién phip hoi sire. Do lht: tich pfn bo rong
cua sertraline trong co thé, nén cde bién phap nhu gy lai tiéu bat bude, tham phan, truyén mau {y/mau'/
déu khéng thé mang lai ké qua.
Bio quéan: Nhiét do dudi 300C, trong bao bi gbe. DE thude ngoai tim tay tré em,
Pong goi: Hop 60 vién nén bao phim (6 vi x 10 vién).
Han dimg: 36 thang ké tir ngay san xuét. Khong diing thude qué han sir dung.
Nha sin xuat:
ATLANTIC PHARMA - Producoes Farmaceuricas, S.A. (Fab. Abrunheira)
Dia chi: Rua da Tapada Grande, 2, 2710-089 Sintra, PORTUGAL
Co s& xuit xuwing:
WEST PHARMA -- Producoes de Especialidades Farmaceuticas, S.A. (Fab. Venda Nova)
Dia chi: Rua Joao de Deus, N°11, Venda Nova 2700-486 Amadora, PORTUGAL
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