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T¢ hwéng din sir dung

R, THUOC BAN THEOQ PON

SETRA 50 Tablet

Boc ki huong dan siv dung trude khi diing

Néu cin thém théng tin xin héi p kién bdc sy, duge sp.
Tén thuic : SETRA 50 Tablet.
Thaoh phin : M3 vién chita:
Duge chdt; Sertralin 50 mg (dang sertralin hydroclarid)
Td duge: Tinh bft ngd, lactose, cellulose vi tinh thé (PH101), tinh bét natri glycolat,
glycerin, magnesi stearat, talc tinh khiét, hypromellose 2910, polysorbat 80, déu thau dau,
itan oxid, mau xanh sé 2, nude tinh khiét*, dichloromethan*, methanol* .
*: bay hoi trong qua trinh san xuét.
Dang bao ché : Vién nén bao phim.
Quy cich dong goi: 5 vi x 10 vién /hip.
Dic tinh dwoc lue hoc:
Sertralin 14 dén chit cta naphthylamin, cé tac dung chéng trdm cam do e ché chon loc
tdi thu hdi serotonin (5-hydroxytryptamin, 5-HT). Thudc it hodc khéng c¢6 tae dyng trc
ché t4i thu hdi noradrenalin hodic dopamin va kkéng c6 tac dung khdng cholinergic nhiéu,
khang histamin he#c chen o hodc p-adrenergic o lidu didu tri. Do d96, céc tac dung phy
phf:‘r bién do chen cac thu thé muscarin (nhwr khé mbm, nhin mé, bi déi, tao bén, 1u 1an),
chen thu thé « -adrenergic (gdy gidm huyét &p tu thé dung) va chen thy thé H, va H;
histamin (vi du budn ngu) thdp hom & ngudd dimg sertralin so véi ngudi ding thude
chéng trim cam ba vdng vi mot sb thube ching trim cam khac. Sertralin khéng 1rc ché
monoaminoxidase.
Duwge dong hoc:
Seriralin hip thu chim qua dudng tiéu hoa, Sinh kha dung trén nguei chira duee danh gid
ddy di do khong ¢é dang tidm tinh mach. Trén dong vat, sinh kha dung cia sertralin
khoang 22 - 36% va sinh kha dung dang vién uéng twong duong dang dung dich ubng.
Néu udng vién nén cung vai thire dn, dién tich AUC ting nhe, ndng d&\{tinh tang khoang
25% va thdi gian dat dwoc ndng 4o dinh giam tir 8 gior xubng 5,5 givNél udng dung
dich ciing thire &n, thoi gian dat duge ndng 66 dinh trong huyét teong tAing tlr 5,9 gidy t6i
7.0 gidy. Thi gian dat ndng ¢ dinh khoang 4,5 - 8.5 gié sau khi udng 50 - 200 mg ngay
lin, trong 14 ngay. Nong dé dinh va sinh kha dung cua thudc ting & ngudi cao tudi.
Thudc dat trang thai én dink sau khi uéng khoang mot tudn. Sertralin phan bd rong i
vao cac md va dich co thé, qua duoc hing rdo mau - ndo va sita me. Thuodc lién két voi
protein huyét trong khoang 98%, chii yéu 14 albumin va é,-acid glycoprotein, Sertralin
duge chuyén héa & gan, chit chuyan héa chinh 12 N-desmethy!sertralin kém hoat tinh hon
sertralin. Nhumg méi lién quan giita ndng dé trong huyét tuong coa sertralin va N-
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desmethylsertralin véi tac dung didu tri vivhodc doc tinh cua thude chua duoge xéac dinh
r6. Sertralin duge thai trir chii yéu duéi dang chuyén héa ra phan va nude tidu véi uong
xAp xi ngang nhau. Nira doi thai trir cOa sertralin khodng 25 - 26 gio va nira dot thai
ctia N-desmethylsertralin khoang 62-104 giy. O ngudi cao tudi, nira déi thai wir cb thé
tang (khoang 36 gi&). Tuy vAy su thai trir kéo dai khéng quan trong vé ldm sing va khong
can diéu chinh 1idu. Vi sertralin chuyén héa manh & gan nén tén thuong gan c6 thé tic
dong dén dao thai thudc. Nha san xuht khuyén cdo cin thén trong diing thube cho ngusi
bi ton thiong gan, voi 1iéu thap hon hodc it lAn hon. Dugce déng hoc cua sertralin khéng
bi tic déng do tén thuong than.

Chi dinh:

Bénh trdm cam.

Hbi chirng hoang so.

Réi loan xung lye cudng birc 4m anh.

Réi loan stress sau chin thuong.

Réi loan lo &u trude ky kinh

R&1 loan xuit tinh sém.

Liéu lwrong va cach diang:

Cdch dang:

Nén ubng thuéc mét 1an mdi ngay vao budi sang hodc chidu. Thirc in anh hudng it dén
hap thu thude. P&i voi dang thube dung dich, sau khi da tinh dwoe lidu thich hop, phai
dong chinh xac bing 6ng nho giot di dinh lugng do nha san xudt cung cép &1 hoa vio
dung mdi kém theo thude, néu khéng cb, ¢é thé thay bang 120 ml mwde chin, nude ngot
¢0 gas hodc dung dich nuwde cam, nude quit. Pé dich thude di tinh lidu vao dung mdi hoa
lodng 101 udng ngay khong duge dé lau. Sau khi trdn, dich thude co thé bi duc nhimg
khang anh huong dén tac dung, trir khi pha xong d& lau méi udng,

Mubn ngimg thudc phai giam lidu tir tir. Khong nén ngimg thude dot ngdt dé tranh héi
ching cai thube.

Khong cin didu chinh lidu & ngudd suy than. Diing thin trong va giam lidu hofe gidm 50
1An ding & ngudi suy gan do thude chuyén hoa nhiéu & gan.

Liéu lugng:

Bénh trdm cam: Nguoi 1on, 1idu khoi ddu 50 mg, ngay 1 lin. Ot sau it nhit 1 tudn, néu
khéng ¢o dap g 1Am sang c6 thé tang thém timg bic 50 mg cho dén litu txf:kd:;&@*{ mg
mdi ngay. Pa sb ngudi bénh dép ing véi lidu 50 - 100 mg méi ngay, Moi dot didngs kéo
dai nhiéu thang (thuomg khoang 6 thang) dé dé phong nguy co tai phat, Khong cé chi
dinh dang cho ngudi dudi 18 tudi.

R3i loan xung luc cudng birc 4m anh: Nguoi 1on va tré em tir 13 tudi o 1én, liéu khéi
diu 50 mg; tré em 6 - 12 tudi 25 mg, ngay 1 lAn. C sau it nhédt | tudn, néu bénk khong
cai thién dugce thi tang thém mdi ngay 50 mg (tré em 6 - 12 tudi ting 25 mg) cho dén lidu
151 da 200 mg mdi ngay. Pa sb ngudi bénh dap tmg vai lidu 50 - 100 mg mdi ngay (e
em 6 - 12 tudi 25 - 50 mg). Khdng ding cho tré em dudi 6 tudi.
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Réi loan hodng s¢: Ngudi 16m, lidu khdi ddu 25 mg. ngay 1 lan. Ci¥ sau | tudn néu bérh
khéng duce cai thién thi ting thém mdi ngay 25 mg cho dén lidu t8i da 200 me mdi npay.
Réi loan stress sau chén thwong: Nguoi 16m, lidu khoi ddu 25 mg, ngay | lin. Sau mét
tufin, phii tang 1iéu 1én thanh 50 mg, ngay 1 ldn. Néu khéng co cai thién 1am sang rd rét,
cli sau it nhit 1 tudn ¢ thé tang thém timg bic cho dén lidu t5i da 200 mg mdi ngay.
Khang dung cho tré em.
Thoi gian didu tri @61 vai 4 tredmg hop trén cdn nhidu thing hode 14u hon néu ngudi bénh
c6 dép tmg. Nhumg dinh ky can danh gia két qua didu tri 4 giam liéu dén murc thip nhit
¢on hiéu qua hodc tnzde khi mudn ngimg thude hodic chuyén sang thude khac.
Réi loan lo du trude ky kinh: Lidu trung binh 50 - 150 mg/ngay.
R6i loan xudt tinh sém: Lidu trung binh 23 - 50 mg/ngay.
Thudc nay chi dung khi ¢é don ciia Bic si.
Chéng chi dinh:
Mén cim véi thude,
Dimg dung dich udng sertralin dong théoi voi disulfiram vi trong dung dich eé 12%
ethanol vi cdc thubc khic ¢6 kha ning gy phan img gidng disulfiram (vi du
( metronidazol). . o
: Dang ding hoc d3 dung IMAO trong vong hai tuan, ¢d thé din den t vong.
Thin trong:
Do nguéi bénh trdm cam, hay ¢¢ v tuong hodic hanh vi ty sat nhét 14 khi mai dung thude,
vi vay can giam sat chat ch& ngudi bénh va khod ddu nén dimg lidu thép dé giam nguy co
qua liéu. Trong didu tri rdi loan xung lue cudmg birc 4m anh, déc biét ¢ tre em can phai
giam sat chat ché.
Dung than trong véi ngudd nghién nrgu,
Mac du sertralin it ¢ tac dung gay budn gl hon cée thude chdng tram cam khéc, nhung
van phai thin trong véi nguéi 14i tau xe hodc van hanh may mée va nhit 1a khi ding déng
thoi véi thube e ché than kinh trung vong.
Dung than trong véi ngudi bénh dong kinh, hung cam, &1 loan d0ng mau, suy gan, suy
than, ha natri huydt, chén fn, giam cin, suy tuyén gidp. Nén giam liéu & ngudi bénh suy
gan.
Cén thin trong khi ding sertralin cho ngudi cao tudi vi dZ bi ha natri huyét va héi ching
tiét hormon khéng ni¢u khéng thich hop (SIADH). Cén giam sat dinh ky (dic biét trong
vai thang dAu) natri huyét. e |
Sertralin ¢6 thd gdy chdn dn va sut cdn, nén can than trong khi ding cho ngud Béﬂﬁfgﬁe
can. '
Tdac dung phu:
Tac dung khéng mong mudn ciia seriralin twomg tyr cde thude Ge ché chon loe tai thu hai
serotonin khae (fluoxetin, paroxetin). T4c dung khdng mong mudn thudmg gap trén tiéu
hoa (bu{:‘m ndn, chan an, tiéu chay) va trén than kinh trung vong (run, mat ngu).
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Thuwong gap, ADR > 1/100

Trén than kinh trung wvong: Nhirc dau, budn ngu, mét moi, chong mat, mat ngu.

Trén tiéu hoa: Budn nén, khé miéng, tiéu chay, tao bon, khé tiéu, chan an, budn nén, diy

hoi, dau bung, rdi loan vi gidc.

Phan (rg man cam: Toat md héi, ban da (ban do, viém nang long, rat san, mun mu).

Noi tiét: Chén in hogc thém an va ting cin, gidm nhe acid uric huyét thanh, tang

cholesterol toan phan va triglycerid.

Tim mach: Do bung, danh tréng nguc, dau ngyc.

Mt va tai: Réi loan chixe nang nhin, U tai.

Trén co - xuong: Pau co, dau lung.

Ir gdp, 1/1000 < ADR < 1/100

Trén tiéu héa: Chimg kho nudt, viém thuc quan, siu ring, viém da day, viém rudt, ¢ hoi,

tang tiét nude bot.

Tim mach, huyét ap: Nhip tim nhanh, gidn mach, ha huyét ap thé dimng, ha huyét ap, co

thit mach ngoai vi, tang huyét ap.

Mit va chirc ning nghe: Réi loan diéu tiét, viem két mac, gifin déng tir, dau mit, dau tai.
{ Cac phédn img da: Tring c4, rung toc, kho da, may day, ngira, nhay cam anh sang. Tuy

nhién, cac phan timg nay cling khong xac dinh dugc cd phai do sertralin khong.

Co: Viém co, viém khap, co co hodc yéu ca.

Trén chuyén hoa: Khét, giam can.

Hiém giip, ADR < 171000

Thén kinh: Co gidt, suy nhuoe, loan tinh khi, loan déng, giam trwong luc co, hdi ching

cai thudc.

Tim mach: Nhéi mau co tim, dau nguc ving trudce tim hodc duéi xuong we. Ngoai

ra, gidn mach, phu mach, ngét.

Tiéu hoa: Viém loét niém mac dudng tiéu hoa nhu: viém miéng, viém ludi, viém tui thira,

viém da day, chay mau & loét da day, chdy mau truc trang, viém dai trang.

Phan (g da: Ban bong nudce, cham, viém da tiép xiic, mat mau da va ram 16ng.

Céc phan tmg di tmg: Phut n va mdt sé phan tmg da nguy hiém c6 thé gay tir vong nhu

Stevens - Johnson, viém mach, ban d6 nhiéu dang.

Mt va chirc ning nghe: Bai tiét & mét khong binh thudng, khuyét tat & thi truong nhin,

khd mit, song thi, &m diém, chay méu, glécém; rbi loan chirc nang nghe va mé dao.

Chuyén héa: Mét nude, ha glucose huyét.

Trén mau: Chay mau bét thudmg hoic chay méau do giam porphyrin. Thay déi d:lul:(g

tidu cau. Ngoai ra, huyét khéi, thiéu mau.

Théng bdo ngay cho bdc s§ hodic dwoc sy khi gap phai cdc tac dung phu cia thuéc.

Twong tac thube:

M@t sé thude khi dung cling sertralin ¢6 thé gy hdi ching serotonin: Thudc chéng trim

cam loai trc ché tai thu héi serotonin va thubc chéng trAm cam khac, thude cuong hé

serotoninergic (gdy tiét serotonin). 116i chimg serotonin gém c6: Triéu chimg tdm than
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kich dong, lo au, bon chdn va c4c tridu chimg r6i loan tiéu héa nhu tiéu chay. Tridng hop
ning ¢6 thé co giat, suy hd hip, ting huyét 4p va tir vong. Pac biét, khéng duoc phéi hop
sertralin véi cc thude tre ché MAO hoiic trong vong hai tudn san khi ngirmng éidu tri bing
cac thube tre ché MAO vi ¢6 thé gay hoi chimg serotonin nang, nguy hidm dén tinh
mang.
Sumatriptan: Sertralin khi ding ddng thoi voi sumatriptan cé thé 1am ting tdn sudt con
dau nira dau, gdy mét moi, giam phan xa va mét phdi hop ddng tic.
Thubc chuyén héa qua gan hodic anh huéng téi enzym microsom gan: Sertralin bi chuyén
hoa bdi enzym cytochrom Pysg CYP2D6, ddng thoi tre ché hoat tinh ciia enzym. Vi véy
can than trong khi dung sertralin déng thari voi cac thude chuyén hoa bai CYP2D6 nhét la
nhimg thude ¢o chi 6 didu tr hep nhu thube chélng trdmm cam ba vong, chéng loan ohip
tim nhém 1C (propafenon, flecainid) va mdt sb phenothiazin nhir thioridazin vi ¢é thé
ody ting tAc dung khong mong mudn va doc tinh ciia thudc.
Sertralin ciing (rc ché CYP3A4, nhung yéu hem nhiéu so véi nhidu thude khéc, nén nha
s&n xuht cho 14 mure d6 Ge ché hoat tinh CYP3A4 coa seriralin khéng quan trong vé 1&m
sang. Tuy nhién, khi phdi hep véi carbamazin, mét co chét cua CYP3A4, vin nén theo
dai ndng db carbamazin trong huyét turong,
Thube gin voi protein: Vi sertralin gin nhidu v&i protein huyét tuong nén cin thén
trong khi ding cung cac thube cling gén nhiéu voi protein huydt twong (thude ching
déng mau, digitoxin...) vi ¢6 thé lam tang d&c tinh. Déi véi digoxin, khéng cén diéu
chinh liéu.
Céc thudc khéc: Cén thin trong khi ding sertralin cing cic thude nhu cdc benzodiazepin,
lithi, rirgru, thude ha glucose huyét, cimetidin vi c6 thé ting téc dung khéng mong mubn.
S dung thude cho phu nit ¢6 thai va cho con bi:
Phe nie co thai:
Chua ¢6 tai liéu nghién ctru vé ding sertralin cho phy nir mang thai. Tuy nhién, do thude
qua duge nhau thai nén ¢é thé gdy tac dung khéng mong mudn trén than kinh cua thai
nhi. Vi viy, khdng dung sertralin trong thoi ky mang thai trir khi thit ¢an thiét, khi can
nhic thiy loi ich Iém hon rti ro.
Phy nit cho con bu.

[ Sertralin phan bd vao stra me nén cd thé gdy tac dung khong mong mudn ddi vai tré bo
me. Vi viy, phu nit dang nudi con bu diing sertralin phai rét than trong.
Anh huéng dén kha niing I4i xe va vin hAnh may méc: s
Thude ¢6 tac dung phu pdy nhire ddu, chéng mit, mét méi va budn ngi nén fh‘@nm‘qg
khi laf xe vd van hanh may moc.
Qui lidu:
Nhiém dpc cdp:
Liéu pay chét cdp tinh & nguei chua hiét,
Qua lidu thudmg gy ting quéa mirc tac dung duge 1y va tac dung phu cta thude. Céc trigu
chirng thudng gdp khi qua lidu gdm: Budn negd. lo du, budn ndn, ndn, nhip tim nhanh,
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thay dbi dién tdm &0, gian &dng tir. Mot s& tac dung khéng mong mudn nhu nhip tim

nhanh, ting huyét ap, 361 cao, mit do, run cdc dau chi da gip ¢ 1 tré em sau khi ubng

nham sertralin, phan tng gidng nhu hdi chimg serotonin.

Xir trf: Sertralin khéng c6 thube giai déc dac hiéu. Vi vay, khi qua liéu thuong didu tri

triéu chimg va diéu tri hé tro. Néu méi ngd doc, co thé gay nén. Néu ngudi bénh hdn mé

hodc lén con co gidt khong cé phan xa non thi rira da day sau khi dd dit ndi khi quan dé

tranh hit phai nude rira da day. Dung than hoat (c6 thé phdi hop véi sorbitol) ngay tir dau

hodic sau khi gdy ndn va nra da day. Cén duy tri hd hép clia ngudi bénh, théng khi va cho

thd oxygen. Céc phuong phap thim phén mau, thim phin mang bung, loi tiéu cudng b,

truyén mau khong c6 hiéu qua do thé tich phin bd cia sertralin 16n va lién két nhiéu véi

protein.

Nhiém diéc man:

D ¢é 1 trudong hop duge théng bo ¢ hdi chimg cai thude 2 ngay sau khi ngimg thude

dot ngdt. Cac biéu hién ciia hoi chitng cai thude: Mét méi, dau quin bung, tén thuong tri

nhd va triéu chimg glong cim, chéng mit, run, rét run, v& md hoi va mét phdi hop dong

tac, nhirc ddu, dénh tréng ngue... Cac phan (ng nay thuong hét trong vong mot vai tudn
( sau. Dé tranh héi chitng nay, cAn ngimg sertralin din din. Cin gidm sét chat cac ngudi

bénh ¢6 tién sir nghién thude dé phat hién cc ddu hiéu ciia ding thude sai lidu hodc lam

dung thudc (vi du nhu ting lidu do phat trién nhon thube, hanh vi tim thude dé ubng).

Bio quan: Bao quan trong bao bi kin, tranh 4m, tranh anh sang, ¢ nhigt dé duei 30°C.

Han dung: 36 thang ké tir ngay san xuét

DE THUOC TRANH XA TAM TAY TRE EM.
Nha san xuat .
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