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DPoc k¥ hwén dan sir dung trwée khi dung
Dé xa tm tay tré em

SERTIL 50

Sertraline Tablets 50mg

Thanh phin: Mbi vién bao phim ¢6 chira:

Sertraline hydrochloride twvong duong véi Sertrallne SUOmg
Téa duoc vira di 1 vién

(Lactose monohydrate, Micro Crystalline Cellulose, Dibasic Calcium Phosphate Dihydrate,
Magnesium Stearate, Hydroxy Propyl Methyl Cellulose, Tifanium Dioxide, Purified Talc, PEG 6000,
Hydroxy Propyl Cellulose)

Durge lre hoc: Sertralin 12 dan chét cia naphthylamin, cé tac dung chong tram cam do 1rc ché chon loc téi

thu hoi serotonin (5-hydroxytryptamin. 5-HT). Thudc it hodc khong c6 tic _dung vc ché téi thu hoi

noradrenalin hogc dopamin va khong c6 tic dung khang histaminhoéc chen ahoéc B-adrenergic ¢ liéu diéu

tri. Do do, cac téc dung phu phd bién dochen. céc thy thé muscarin (nhu khd mom, nhin mé, bi déi, tao bon,

lu laﬂ*chqm thy thé a-adrcncrglc (gdy giam huy@hap tu thé : dimg) va chen thy thé H, va H, hlstamm | (thi dl,l _
" buon ngump hom & ngudt ding Sertralin so véi nwd mwc“chﬁngtrﬁﬁ‘t:ﬁm ba vong v .

thudc chéng trim cam khéc. Sertralin khong e ché monoaminoxidase.

Dugc dong hoc: Sertralin hép thu cham qua duong tiéu hoa. Sinhkha dJ.mg cua Sertralin khoang 22-36% va
sinh kha dyng ciia vién udng twong duong dang dung dich uong. Néu uong vién nén cung vdi thire an, dién
tich AUC ting nhe, nong d¢ dinh tang khoang 25% va théi gian dat nong do dinh giam tir 8 gi¢ xuong J:5
gm Néu uong dung dmh cung thirc n, thoi gian dat n&ng do dinh trong huyét tucmg ting tir 5,9 gidy dn7,0
gi0. Thai gian dat nong d¢ dinh khoang 4,5 — 8,5 gitr sau khi uong 50-200 mg ngay 1 lan, trong 14 ngay.
Nong 45 dinh va sinh kha dyng cua thudc ting & ngudi cao tudi. Thude dat trang thai on dinh sau khi uodng
khoang 1 tudn.

Sertralin phén bo rong rdi vao cac mé va dich co thé, qua duoc hing rdo mau —ndo va sira me. Thube
lién két véi protein huyet tuemg khodng 98%, chu yeu 12 albumin va a,-acid glycoprotcin. Sertralin dugc
chuyén hod & gan, chét chuyén hoé chinh la N-desmethylsertrahn kém hoat tinh hon Sertralin. Sertralin
duoc thai trir chi yéu duéi dang chuyen ho4 ra phan va nuréc tidu véi lugng xap xi ngang nhau. Nira di thai
trir cia Sertralin khoang 25-26 gi¢ va nira dai thai trir cia N-desmethylsertralin khoing 62-104 gio. O
ngudi cao tudi, nira dm thai trir c6 the tang (khoang 36 gio). Tuy vay su thai trir keo dai khong quan trong vé
lam sang va khong can diéu chinh hcu Vi Sertralin chuyen hod manh & gan nén ton thwong gan ¢6 thé tac
dong ¢ dén dao thai thude. Nha san xuét kiuyén cdo cin than trong diing thudc cho nguoi bi ton thiong gan,
véi lidu thip hon hoic it 14n hon. Duge dong hoc cua Sertralin khong bi tac dong do ton thuong than.

Chi dinh: Bénh tram cam; Hoi chimg hoang so; Roi loan xung lyc cudng birc 4m anh; Réi loan stress sau
chén thuong; Réi loan lo 4u trude ky kinh; Roi loan xuit tinh sém.
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Liéu lmg vacich dnng

Cdchdung:
Nén uong thude mét lan mdi ngay vao bubi sing hodc chiéu. Thirca ananh hudng it dén hiip thu thudc.
Mubn ngung thuoc phai giam liéu tir tir. Khong nén ngimg thudc dot ngot dé tranh hi chimg cai
thudc. Khong can diéu chinh liéu & ngudi suy than. Dung thin trong va giam lidu hodc giam s6 Ian ding &
ngudi suy gan do thudc chuyén hoa nhiéu & gan.
Liéu luong:
- Br;nhtré.mcam
Ngudi 6m, liéu khéi dau 50mg, ngay 1 lan. Cit sau it nhat | tuan, neu khdng c6 dap img lam sang co
thé ting thém timg béc SOmg cho dén lleu t6i da200mg mi ngay. Pa s6 ngudi bénh dép umg v6i liéu 50-
~ 100m Iggkgg?,y. Méi dqtdlw trj kéo dai nhiéu thing (thudmg khoang 6 thang) de de > phong nguy co tai
ph;it Khong cochi dmh dung cho ngudi dudi 18 tudl. :
- Réiloan xung Iyc cudng birc 4m anh:
Ngudilénvatreemtir 13 tuoi trolen,heu khoi dau SGmg
Tré em 6-12 tudi 25 mg, ngéy 1 Ian, Cir sau it nhat 1 tuan néubénh khong cai thién dugc thi ting thém
moi ngay 50mg (tré em 6-12 tudi ting 25mg) cho dén lidutoi da 200mg mbingay. Pa sé ngudi bénh dap ing
véilidu 50-100mg mdi ngay (tré em 6-12 tudi 25-50mg). Khong ding cho tré dudi 6 tudi.
- Rdiloan hoang S
Ngudi l6m liéu khoi dau 25mg, ngay 1 lan. Cir sau 1 tudn, néu bénh khong dirgc cai thxen thi tang thém
mbi ngéy 25mg cho dén liéu t01 da 200mg mdingay.
- Rdiloan stress sau chan thuong:
Nguoi 16m, lidu khéi diu 25mg, ngay 1 1an. Sau mot tuﬁn. phai tang liéu 1én thanh Sﬂmg, ngay 1 lan
Néu khong 6 céi thidn 1dm sang rd rét, ot sau it nhat I tuin eq\{e ting thém timg bac cho dén hcu tor da
200mg mbi ngay. Khéng ding cho tré em.
Thoi gian dleu trj doi voi 4 truong hop trén can nhneu thang hoac lau hon néu ngudi bénh dap mg.
Nhung dinh ky can danh gia két qua dleu tri dé giam liéu dén murc thip nhat con hiéu qua hofc trudce khi
muon ngu'ng thudc hodc chuyén sang thuoc khac.
E R01 loan lo du trwde ky kinh: Liéu trung binh 50-150mg/ngay.
- R&i loan xudt tinh sém: Liéu trung binh 25-50mg/ngay.

Thén trong

Do ngui bénh trim cim hay ¢ ¥ twong hojc hanh vi ty sat nhat 14 khi méi dimg thude, vi vay cin
gidm sét chat ché ngudi bénh va khéi daunén ding lidu thép dé giam nguy co qué lidu. Trong diéu tri rdi loan
xung luc cudng birc 4m anh, dac biét & tré em can phai glém satchat ché.

Diing thin trong véi ngudi nghlen ruou. .

Mic du Sertralin it co tac dung gy buon ngit hon ce thude chong trim cam khéc, nhung van phai
than trong véi ngudi 14i tau xe hodc van hanh may moc va nhit 1 khi ding ddng thdi véi thude tc ché than
kinh trung wong. .

Diing than trong véi ngum bénh dongkmh hung cam, 10i loan mau, suy gan, suy than, ha natri huyét,
chdn dn glém cén, suy tuyén gidp. Nén giam liéu ¢ nguoi bénh suy gan.

Can than trong dung Sertralin cho ngucn cao tudi vi dé bi ha natri huyét va hoi chimg tiét hormon
khang ni¢u khdong thich hap (SIADH). Cin glam st dinh ky (ddc biét trong vai thing dau) natri huyet

Sertralin co thé gdy chén &n va syt céin, nén can than trong khi dung cho ngudi bénh nhe cén.
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Thi ky mang thai: Chua c6 tai ligu nghién ciru vé ding Sertralin cho phu ni¥ mang thai. Tuy nhién, do
thudc qua dgc nhau thai nén c6 thé gay tic dung khéng mong mudn trén ghﬁn kinh cita thai nhi. Vi vy,
Khong ding Sertralin trong thisi ky mang thai trir khi that can thict, khi cén nhic thAy lgi ich I6n hon riiro.

Thovi ki cho con bil: Sertralin phén bd vao sitamenén c6 thé gy thc dung khéng mong mudn d6i véi tré bi
‘me. Vi vay, phunit dang nudi con bu dung Sertralin phai rat than trong. '

Téc ddng ciia thude khi 14i xe va vin hinh mdy méc: Khong nén ding khi dang 14i xe va vn hanh may
- moéc. :

Chong chidinh \
- Man cam véi thudc.
Diing dung dich uéng Sertralin ddng thi véi disulfiram vi trong dung dich ¢6 12% ethanol va céc
thudc khéc c6 kha ndng gdy phan img giong disulfiram (thi dymetronidazol).
Pang ding hodic di ding IMAO trong vong hai tuin c6 thé din dén tir vong.

Técdyng phu

Bénh nhan ¢6 thé gap nhimg triéu trimg nhu: tiéu chay, dau bung, bun nén va n6n, gidm ngon miéng,
run chén tay, kh6 ngi, 46 md héi, kh migng vA gidm kha néing xuat tinh ¢ nam gii. :

P6i khi bénh nhan cé thé gip nhimg triéu ching nhw tim d3p nhanh, giam tri nh6, dau déu, budn
ngi, ngira, té liét; bi kich @ong hoéc hung han hon thudng 1é do tinh cach bi thay d6i, 4o gidc, cuong; dau co
b&p hodic cic khép, viém 14 lach holic thin, viém gan, bi vang da, bi ticu, kinh nguyét khong déu, giam kha
chay mau vacam thiy mét.Cac triéu chimg trén s hét vai ngay saukhi ngung thudc.

Bénh nhan ¢6 ¥ dinh ty sat (hiém gip). Néucd, hity bao ngay cho béic sy dicu tri.

Hoi  kién béc s§ néu cam thdy kho tho, bam timsung tay hoic phét ban.

P&i véi tré em céc tc dung phu di duoc ghinhan 12 dau dau, &n kém ngon, run chén tay, mét ngl hodic
roi vao tinh trang lo au. :

Da sb céc thc dung phu trén déu nhe va thudng firmét di khi bénh nhan tiép tyc ding thube. Hoi  kién
béc synéuvan gap cc triéu chimg do. SR

Thubc chi ding theo sir ké dom ciia béc sy
Théng béo cho béc sj néu cé bit ky phén img phu ndo xdy ra trong khi ding thubc
Néu c&&f thém thong tin, xin hoi y kien bdc sy

~ Tuongthcthube e .
Mét 56 thuoc ding ciing Sertralin cé thé gay héi chimg serotonin: Thuéc chéng tram
cm loai trc ché téi thu hdi serotonin vA thube chéng trim cimkhéc, thubc cuomg hé serotoninergic (gy tiet
serotonin). :

Dic biét, khéng duge phéi hop Sertralin véi cc thubc trc ché MAO hojc trong vong hai tuan sau khi
ngung diéu tri bng céc thudc tc ché MAO vi ¢6 thé gay hdi chimg serotonin ning, nguy hiém dén tinh
mang.

Sumatriptan: Sertralin khi ding ddng théi véi Sumatriptan ¢6 thé lim tang tin sut con dau nira du,
gy métmoi, giam phénxa va mét phdi hop dong téc.

Thuéc chuyén hod qua gan hodc dnh hudng téi enzym microsom gan: Sertralin bi chuyén ho4 béi
enzym cytochom P, (CYP)2D6, déng thdsi trc ché hoat tinh ciia enzym. Vi vy, cin thin trong khi diing
Sertralin ddng thdi véi c4c chét chuyén hod boi CYP2D6 nhat 12 nhimg thudc ¢ chi s6 dicu tri hep nhu
thudc chéng trdm cdm ba vong, chéng loan nhip tim nhém IC (propafenon, flecainid) vi mot sb
phenothiazin nhu thioridazin vi o6 thé gy ting tic dung khng mong mudn va ddc tinh cta thude.

Thubc ghn véi protein: Vi Sertralin gén nhiéu véi protein huyét twong nén can thin trong khi ding
ciing céc thubc ciing gén nhidu véi protein huyét twong (thube chong dong méu, digitoxin...) vi ¢6 thé 1am
tang ddc tinh. D4i véi digoxin, khéng cin diéu chinh liu.

Céc thubc khéc: Can than trong khi ding Sertralin ciing cic thude nhw céic benzodiazepin, lithi, ruou,
thubc ha glucose huyét, cimetidin vi 6 thé ting tac dung khong mong mudn.

Qui lidu: Gay ting qué mirc tac dung duoc 1y va tac dung phu cita thube. Cic trigu chimg thuong gip khi
qué liéu bao gdm: Budn ngi, lo &u, budn nén, nén, nhip tim nhanh, thay ddi dién tam do, giéin dong tir. Mot
6 thc dung khong mong mudn nhu nhip tim nhanh, ting huyét ap, sét cao, mit o, run cic dau chi da gip & 1
tré sau khi udng nhim Sertralin, phan (mg giéng nhu hdi ching serotonin.

X tri- Sertralin khéng c6 thudc gidi dde dic higu. Vivay khi qué liéu thudng diéu tri tri¢u chimg va
didutri hd trg. Néuméi ngd doc, co thé ghy non. Néu ngudi bénh hon mé hodc 1én con co gidt khong ¢ phan
'xa non thi rra dadﬁysaukhidﬁgiétnéikhiquﬁndétrﬂnhhitphﬁi nurde nira da day. Dﬁnigthanhoat(céthé
phéi hop véi sorbitol) ngy tir dhu hofic sau khi gy non va rira da ddy. Cén duy tri ho hap cia ngudi bénh,
thong khi va cho ther oxygen. Céc phrong phép thim phan méu, thim phén méng bung, loi tiéu cudng bic,
truyén méu khong ¢6 hiéu qua do thé tich phan b6 ciia Sertralin 16n va lién két nhicu véi protein.

Péng gbi: Hop 3 vix 10 vién nén bao phim
Han diing: 36 thing k& tirngay san xudt.
Bio quan: Bao quén trong hdp kin ¢ nhi¢t 49 phong. Tranh anh sang.
Tiéu chudn: Nha san xuit : :
KWALITY PHARMACEUTICAL PVT. LIMITED.
Nag Kalan, Majitha Road, Amritsar, Punjab, India
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