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D4 xa thm tay trd em.
Doc k§ hudng dén sir dyng trude khi ding.
Thu&c nay chi ding theo don thude.

than. Nén ngling sertralin khi nguai bénh ¢4 1ién trién dong kinh.

- Trdm cam c6 thé din dén Nguy cd ty 1 va chi dugc cai thién khi gidm dung “‘”G:'é-’gzz
trang trén vén con trong vai tuéin du diéu tri, banh nhan céin dugc theo o chat ¢ ) hél
dén khi bénh dd nhidu. Tuy nhign nguy co ty sat ¢é thé 1ang lai trong glai doan M

phyc,

THANH PHAN CONG THUC THUGC

(Cho 1 vién nén bac phim SaVi Sertraline 50) i
Thanh phéin dugc chit: ;
Sertralin hydroclorid |
WONG dUONG SOTIANN ... v rirnirescoremsmsssnse s tassens it s
Thanh phén 14 dugc:

Laclose monohydrat, cellulose vi tinh th& 101, povidon K30, natr croscarmellose,
magnesi stearal, hypromellose 6cps, polyethylen glycol 6000, titan dioxyd, Green lake,
DANG BAO CHE

Vién nén bao phim.

MO TA SAN PHAM 1
Vién nén hinh oval, bao phim mau xanh 14, hai mat khum, mét mat cé gach ngang, mét
méit ¢é chir SVP.
Luy y: Gach ngang c6 trén vién khéng ding dé bé chia dsi liby.
CHI BINH

Sertralin duge chl dinh dé didu tri:

- Bénh tr&m cam. Ngan ngUa tdi phat bénh trdm cim.

- R6i loan hodng sg, c6 hay khéng cé ching sg dém dbng,

- R6iloan &m &nh cudng bic & nguai I8n va 1ré em 1 6-17 tudi,
- Ré6iloan lo &u xa hoi

- R&i loan stress sau chéin thuong.

LIEU DUNG, CACH DUNG

Liéu diing

SRSTS— 1R

- Trém cdm va r61 logn ém dnh cubng buc

Sertralin nén dugce ding bat d&u véi lidu 50 mg/ngay.

- Rl logn hodng sq, rél loan stress sau chéin thuang va ré! loan lo 8u xi h¢l

Didu tri nén bat d&u vdi liéu 25 mgingay. Sau 1 tuéin, U trén nén dudc tang 1&n dén 50
mg 1 1ningay. Lidu ndy da dugc chung minh 12 1am gidm t&n sufit cAc tac dung khéng
mong muﬁnlca'p tinh, la d&c trung clia chiing r6i loan hodng s¢ khi khai ddu didu tri.

Cde bdnh nhin khéng dép Ung véi li6u 50 mg c6 thé thu dugc két qua 181 khi tang liéu. |
Sy thay a6i liéu n&n dudc ti€n hanh vdi khodng cach it nh&t 1 tudn, cé thé tang d&n mic |
16i da 200 mg/ngay. Thay d6i lidu khong nén thyc hién nhiéu hon 1 14n 1 tulin vi thai gian
ban thai clia sertralin 1a 24 gid.

Téc dung khai ddu didu tri c6 thé dat dugc trong vong 7 ngay. Tuy nhién, thong thudng
lubn cén khodng thai gian dai hon dé cé dugc d4p Ung didu tri rd rang, d&c bidt trong
ching r8i logn &m &nh cudng bic.

Liéu ding trong qua trinh diéu tri dai han nén dugc gilf d muc thdp nhit cd hidu qud, sau
d6 diéu chinh lidu 10y theo mic dé dép ung didu tri.
- Trdm cém
Didu trj dai han cling c6 thé thich hgp dé phong ngiia tAi phat céc gial doan trdm cam.
Trong h&u hét céc trudng hgp, liéu khuyén nghj dé dy phdng téi phat trdm cAm tudng ty
nhu li§u dang s dyng trong diéu tri. B&nh nhan tr&m cam cin duge diéu tri it nh&t 14 6
théng dé dam bao hét céc trigu ching.
- Rl logn hodng sg va ré) logn 4m dnh cudng bic
Didu tr| duy tr nén dugc danh gia thudng xuy®n & cac ching réi loan nay vi viéc phéng
ngua 1&i phat ven chua duge chiing minh.
Tré em va thanh thiéu nién bj 61 logn 8m énh cudng buc
+13-17 tubi: Khdl ddu 50 mg 1 I&n/ngay.
+6-12 iz Khdi ddu 25 mg 1 lAn/ngay. Sau 1 tufin c6 thé téing liéu 1én 50 mg 1 IAn/ngay. |
Trong truding hop I dép Ung véi lifu 50 mg, nhilng liéu Liép theo co thé tdng l&n trong
khodng thdi gian vai tufin néu c4n. Lidu 18| da 1a 200 mg mdi ngay. Tuy nhién, nhin
chung, trong lugng co thé cla tré em thudng th&p hon so véi ngudi I6n nén phai can
nhé: khi tang liéu trén 50 mg. Thay d8i liéu khdng nén thyc hién véi khodng cach it hon
1 tuéan.
Hi¢u qua khi sl dyng sertralin d8 diéu trj trm cAm & tré& em vAn chua dugc ching minh
va khdng cé di lisu vé vide sU dung sertralin cho trd em dudi 6 téi,
Ngudi cao tudl
Cén than trong khi dung sertralin cho ngudi cac tudi vi ¢6 nguy o ha natri huy&t nhiduy
hon.
Bénh nhén suy gan
Thén trong khi sif dyng sertralin eho ngudi bj b&nh gan, N&n giam liu holic giam sé 14n
ding & b&nh nhan suy gan. Khéng nén sit dyng sertralin trong c4c trudng hdp suy gan
n@ng vi khéng cé di lidu 1Am sang.
Bénh nhén suy thén
Khdng cén diu chinh lidu & bénh nhan suy than.
Luw y: D6i vol liéu dung 25 mg/ngay: Ding ché ph&m khac c6 ham lugng phi hgp.
Cédch dung
Dung duding udng. Nén uding thuSc mot 1an mai ngay vao budi séng hodc chiéu.
C6 thé ubng thulc trong holic ngoai ba &n.
N&u quén ubng thubc, bd qua liéu da quén. Ung lidu k& tigp theo ding fich ubng thudc.
Khong nén udng gép ddl liéu dé bl vao liéu da quén.
Trénh ngung thubc dot ngdt. Mudn ngung thubc phai gidm liéu t 1Y trong khodng thai |
glan it nhét tr 1 dén 2 wén dé gidm nguy co bj hdi ching cai thubc. N&Eu cac tridu chung
khé chiju xufl hign sau khi gidm liéu holic sau khi ngung didu trj, ¢6 thé xem xét sif dyng
tiép lai lidu da duge cho trudc d6. Sau d6 mdi tisp tuc giam liéu nhung vdi t6c d6 cham
han.
CHONG CHI BINH
- Qud min véi thuSc hosic bét e thanh phin ndo cla thubc.
- Bang dung holic d& diung thuSic nhém céc chat Uc ch& monoamin oxidase (MAOH:
Monoamin Oxidase Inhibitor) trong vong hai tuén, c6 thé dén d&n 1 vong,
- Khang dung d8ng thai vai pimozid.
CANH BAO VA THAN TRONG KHI DUNG THUGC
- Sy phét trién cac hdi ching tiém tang de dpa dén tinh mang nhu hdi chiing serotonin
(SS: Serotonin Syndrome) hay héi chiing 4c tinh thuBc an thén kinh (NMS: Neuroleptic
Malignant Syndrome) d& dugc béao céo khi dung thuSc dc ché chon loc tai hép thu
serolonin (SSAI: Selective Serotonin Re-uptake Inhibitor), trong dé cd seriralin. Nguy co
glp phéi hbi ching serotonin hay hdi chiing 4c tinh thu6c an th&n kinh khi dung céc
thuBc SSRI tang 18n khi sif dung déng thal véi cac thudc lam tang serotonin (bao gém
thubc chéng trdm cAm tac ddng 16n hé serotonin v nhém ftriptan), thudc lam giam
chuyén héa serotonin {gém céc chét tc ché monoamin oxidase nhu xanh methylen),
thuic an théin, thubc a6i khdng dopamin va thubc gay nghién. Cac triéu ching clia hai
ching serotonin bao gém: Thay d&i trang théi 1Am tri (nhu kich thich, Ao gidc, hén mé), |
thén kinh thyc vat khéng 6n dinh (nhu tim dap nhanh, huyét &p |&n xudng that thugng,
s61 cao), 161 loan thén kinh - co (nhu 1&ng phan xa, m&t ph6i hgp déng tdc) va/olc cac |
tri§u ching da day - rudt (nhy budn ndn, ndn, tidu chdy). Trong cac dang n#ing nhét, hai
chiing serotonin giéng nhu hdi chung ac tinh thudc an thén kinh: S6t rat cao, co clng ca,
théin kinh thyc vat khéng &n dinh, diu hiéu chic ning séng thay d8i nhanh, trang thai
tam trl thay 88i. N&n theo dbi sy xufit hign cdc rigu ching va d&u hidu ciia hdi chiing
serotonin va hoi chiing Ac tinh thuc an thdn kinh & bénh nhan.
- Chuyén déi gida cac thubc SSRI, thuc chéng trdm cam va thudc chéng dm anh: C6
vt It nghidn clu c6 kiém ching vé 1hoi gian 18i Uu cho vise chuyén d8i didy tr Wl cac
thuc SSRI, thubc chdng trém cam hodc thude chéng dm &nh khac sang sertralin, Nén
theo i va c6 danh gid than trong khi chuyén d6i, dic bist Ia ti cac thubc c6 tac dung
kéo dai nhu fluoxetin
- Ding dbng thai sertralin v6l cac thu§c khéc lam tang cudng tdc dung din truyén thédn
kinh trén hé serotonin nhu tryptophan, fenfluramin, chat chi van trén thy thé 5-HT, hodic
thuic thio duge St. John's wort (Hyparicum perforatum) nén duge tisn hanh c4n than va
nén ranh néu cé thé do cé nguy cd tuong tac vé duge lyc hoc.
- DA cb bho céo vé céc truong hdp kéo dai khodng QT va xofin dinh khi sif dyng
sertralin, chii yéu xay ra trén bénh nhan cé nguy cd. Do dé cin than trong khi dong
sertralin cho bénh nhin c6 y8u t6 nguy cd gdy kéo dai khodng QT.
- Ching hung cdm/tang hung cam @& dugc bho cao & mot ty 18 nhd bénh nhan duge
dibu trf bAng thuic chéng trdm cam va thube chBing 4m Anh khéc, bao gm sertralin. Do
d6 seriralin phai dung thén trong cho ngudi ¢6 tién slt hung cdm va phai dugc theo dai
chigt ché. Phiil ngUng sertralin khi ngudi bénh bj hung cam.
- Trigu chiing 1Am thén o6 thé trd nén trdm trgng han & nhiing bénh nhan tm th&n phan
liét
-’Dong kinh c6 thé xay ra khi difu tr| vdi serralin. Khbng
ddng kinh khong 6n dinh va bénh nhan ddng kinh ¢6 ki

dung seriralin cho bé&nh nhan
m soat nén duge theo doi cén

| - Sertralin dugc chuyén héa manh &

| MAOI (nhu xanh methylen) va b
trude khi bt ddu dung MAOI 6 dug

| d8. Trong khi cd ché cla sy tudng tac

Céc bgnh tam thén khdc, khi ké toa sertralin, cling c6 thé lam tang nguy cd ty tU. Céc
bién phép phong ngiia ciing tuong ty nhu déi véi bénh nhan trém cam.

B¢nh nhan da tWng ty tif, hoac nhitng nquéi c6 ¥ ngh ty 1 trudc khi bt adu didu trf ¢6
nguy ¢d cao han nhiing ngusi khac, va c&n dugc theo ddi chit ché trong qua trinh diéu

tri.
Dibu trj bling thusc nén két hgp v vidc glam sat chat chd bénh nhéan, déc bigt 14 nhang
ngusi cé nguy cd cao trong gial doan mdi diéu trj va sau khi thay ddi liéu, Bénh nhan (va

| ngudi nha) cén phi gidm sat bét ky hanh ddng hoac ¥ nghi tiéu cyc, hanh vi ty sat hodic

nhitng thay aéi bat thudng va nén bao véi bac si nu nhing d&u hidu nay xudt hién.

| - Knong nén dung sertralin cho tr& em va thanh thiSu nién dudi 18 tubi, tril tridng hap

bénh nhan bj ching réi loan &m &nh cudng biic & A0 twdi 6 - 17. Hanh vi W td (c& géng
ty tlf va y nghi ty 1), va sy this dich (chd y&u 12 gay 98, chéing d6i va tc gian) dugc quan
sat thay thudng xuyén hon trong cac \hil nghiém 1am sang & tré em v thanh thiéu nién
duge diéu tr) bAng thubc chéng trém cam so véi nhilng ngudi duge didu tr] bAng gid
duge. N&u can cd vao nhu cdu 1am sang, vidc diu tr] vAn duge thuc hign. Khi d6, bénh
nhén cén dugc theo ddi cén than sy xuat hidn clia cac tridu chung ty 1 trén.
- Ba c6 nhilng bédo cdo vé chdly mau b&t thugng trén da (v6t bdm, ban xufit huyét) hay
cac hign tugng xuflt huy&t khac nhu xust huyét tiéu héa hay phy khoa, gém ch xudt
huyét dan dén tir vong khi dung thudc SSRI. Do dé cén than trong & b&nh nhan dang
dung SSRI, dic bigt 1a dung d8ng théi véi cdc thule cé anh huting d&n chiic nang tidu
cdu (thubc chbng déng, thudic an th4n khong dién hinh va phenothiazin, thuéc chéng
ir8m cdm 3 vong, acid acelylsalicylic va thudc khang viém khong steroid) ciing nhu &
bénh nhén c6 tién sit r8i loan chay mau.
- Giém natri huyét co thé xay ra khi diéu tr| bing sertralin. Trong nhidu truéing hgp, gidm
natri huy&t 13 do h¢i ching tiét hormen khéng niéu khong thich hop (SIADH: Syndrome
of inappropriate Antidiuretic Hormone Secretion). D& c6 béo cdo céc trudng hgp mic natri
huy&t thanh thip han 110 mmolA. Nguéi cao tudi, ngudi dang dung thudc Igi tifu hodc
ngudi bj gidm thé tich tuéin hoan do nguy&n nhan khac co nguy co cao hon. Né&n xem xét
nging sertralin & nhiing b&nh nhan cé tridu ching ha natri huy&t va tién hanh phuong
phép diéu trf thich hgp. Céc dau hidu va triéu chiting ha natri huyét gém: Bau diu, kém
tap trung, gidm tri nhd, 14 1&n, y&u 6t va m&t 8n dinh cé thé din d&n suy sup. Cac du
higu va trigu ching nang va/holic cip tinh hon gém 4o glac, ngét, co giat, hon mé,
ngung hd hép va tir vong.
- SUr dyng sertralin c6 lién quan dén sy tién trién chiing ding ngdi khding yén, thuding
ra trong vai tuén ddu diu iri. N&u tang liéu co thé gay hal.

x4
| - g bénh nhén bj ddi thdo dudng, didu tr| bing thusc SSRI c6 thé 1am thay ddi sy kidm

soat duding huyét. Diu chinh liéu insulin va/ho4c cac thubc ubng 1am gidm dudng huyét
nén thyc hién néu cln thigl.

- Cdc thuBc SSRI nhu sertralin ¢é 1hé anh hudng 18n kich thudc déng 17, lam gian déng
1. Tc dung lam gi&n déng tir cé thé gay hep géc mét dhn dén tang 4p Iyc ndi nhan va
glaucom géc dbéng, dic biét irdn bdnh nhan cé khuynh hudng trudc dé. Vi thé, nén sl
dyng sertralin thgn trong trén bénh nhan bj glaucom goc ddng hay c6 tién st bj glaucom.,
- Sertralin co thé gay chan &n va syt c&n, nén c4n than trong khi diing cho ngudi b&nh
nhe cén.

- Hoi chiing cal thufic thudng xay ra khi ngung sif dung sertraiin d4c biét 14 ngung d6t
ngdl. Trong cdc thit nghigm 1am sang, 1716 xdy ra hdi ching cai thuéic trén bénh nhan
ngung ding sertralin so vdi trén b&nh nhan tiép tyc diéu trj véi sertralin 1a 23/12.

Nguy cd xdy ra h§i ching cai thuSc phu thudc vao mdt s& y&u t& nhu thi gian sl dyng,
liéu diéu trj va tl 18 gidm liéu. Chong mat, i loan cam gidc (bao gém d| cadm), r&i loan

| glfic ngl (mét ngl. 4&c mong), kich ddng hay lo Au, budn nén va/hokic ndn mita, fun va

dau déu 1& nhing phan Ung thudng gap va thudng xay ra tu nhe dén trung binh. Tuy
nhién, & mot s& b&nh nhan muc 48 c6 thé nang hdn. Céc Iridu chiing xay ra trong véong

| vai ngay ddu khi ngung diéu tr, nhung rat il bAo cdo vé cac tridu ching khi bénh nhan

18 quén liéu. Thong thuding cac tridu chung nay ty thuyén gidm va thuang khdi rong
véng 2 tudn, tuy nhién mot s6 bénh nhan co thé kéo dai (2-3 théng trd 16n). Do a6, khi
ngung diéu tri nén gidm lidu 10 tU trong thdi gian vai tuin hodc vai théng, tuy theo nhu
célu clia bénh nhan.

gan. Nghién cuu dugc dfng hoc da liéu & nhing

b@nh nhén bj xd gan nhe va &n dinh cho thdy thai gian ban thai kéo dai, AUC va C_

| 94p 3 1&n s0 vdi ngudi binh thusng. Khong ¢6 sy khac bigt ddng ké trong vidc gan ket

protein huyét tudng gilta hai nhém bénh nhan nay. Vidc s dyng sertralin 4 bénh nhan

| bl bénh gan nén than trong. N&u ding thubc cho bé&nh nhan suy gan, nén xem xét lidu

thép hon hodic khodng cach liéu dai han, Khdng nén dung sertralin & nhiing b&nh nhan
bl suy gan nang.

- Sentralin dudc chuyén héa manh va bai til qua nudc tiéu mot Iugng nhé dysi dang
khdng ddi. Trong cée nghién cuu & nhiing b&nh nhan suy than nhe dén trung binh (46
thanh thai crealinin 30 - 60 mi/phut) hoic suy than trung binh d&n n&ng (dd thanh thai
creatinin 10 - 29 ml/phut), cac théng s& duge dong hoe da lidu (AUC, ,, holic C_ ) khong
khac bigt dang ké. Do d6 khdng didu chinh liéu sertralin dya trén muc do suy thén.

- Nghién cuu 1am sang Irén 700 bénh nhan cao tudi (> 65 tudi) nhan thay ti 18 ngudi cao
tui m&c phai c4c tac dyng khdng mong mubn ciing tueng ty nhu & ngudi tréd twéi. Tuy
nhién, cdc SSRI hodc SNRI (gdm cé sertralin) c6 lién quan dén céc trudng hgp gidm
tidu cdu ¢6 ¥ nghia v& mat 1am sang & bénh nhan cao tubi, 1a nhitng ngudi cé nguy co
cao d8i véi tac dung khong mong muén nay.

- Li¢u phép s8c dign (ECT: Electro-Convulsive Therapy): Chua c6 nghién cfu lam sang

| chdng minh nhiing rdi ro hodc Igi ich cha vide sir dyng két hgp ECT va sertralin,

- Khéng nén dung sertralin véi nudc ép budi.

- Anh budng dén k&t qud xél nghiém nudc tidu: Cac xét nghigm mién dich nude tiéy
dudng tinh gid d&i véi benzodiazepin g3 dugc bao cao & nhing bénh nhan ding
sertralin, Di€u nay Ia do thifu finh déc hiéu cha phuang phép xét nghigm. K&t qua xét
nghigm duong tinh gi4 cd thé vAn cén trong vai ngay sau khi ngung dung sertralin. Cac
phudng phap xét nghiém khac, nhu si dung sic ky khi, quét kh&i phé, c6 thé phan biat
sertralin va benzodiazepin

- Do sy hién dign cia lactose trong ch8 phdm, bénh nhan mic céc réi loan di truyén
hi€ém gép vé dung nap glucose, chilng thi€u hyt lactase Lapp hoac réi loan h&p thy
glucose-galactose khéng nén sir dyng thudc nay,

sU DYNG THUGC CHO PHY NU CO THAI VA CHO CON BU

Phy n@ ¢é thal

Chua c6 tai ligu nghién cuu vé ding sertralin cho phy nit c6 thal. Tuy nhién, do thusc
qua dugc nhau thai nén c6 thé gay tic dyng khong mong musn trén than kinh clia thai
nhi. Vi vay, khdng khuy&n cdo sif dung, céin can nhic gi0a Igi ich va nguy cg,

Phy nd cho con bu

Serlralin phan bd vao sita me nén c6 thé gay téc dung khdng mong muén d6i vdi tré ba
me. Vivay, khéng khuyén cdo s dyng cho phy nit dang cho con bi. cAn can nhdc gida
1gi ich va nguy cd.

ANH HUGNG CUA THUSC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Méc di sertralin it cé tdc dyng gay bubn ngl hon cac thubc ch8ng trdm cam khac,
nhung vén phai than trong vdi ngusi 14| thu xe hodc van hanh may méc va nhét 13 khi
dung adng thdi v6i thudc Uc ché than kinh trung udng.
TUONG TAC, TUONG KY CUA THUGC

Tuong téc clia thubc

Thu8c e ch& monoamin oxidase

Khong dugc dung ph6i hop sertralin véi cac thuSc MAOI bao 98m cac thubc e ché
monoamin oxidase khdng héi phyc (selegilin), thuSc Uc ché chon loc cé héi phuc
monoamin oxidase (moclobemid), thuSc Uc ché khéng chon loc ¢6 hél phuc monoamin
oxidase (khéng sinh linezolid).

Khong dung sertralin it nhdt 7 ngay trude khi bat ddu didu trj va it nhat 14 ngay sau khi

| ngung dibu tr| véi cac thudc nay.

Cac tac dung cé hai nghiém lrung x&y ra cho b&nh nhan khi méi ngung st dyng thudc

t débu dung sertralin hodic mdi ngung dung sertralin

_ ¢ bao cao. Céc trigu ching bao gém: Run, rung giat

::rc; wté\;umé rd:;hbu:n*n:n. ndn, dé bing mat, chong mat va than nhiét cao vdi cag gac
i i 7 ) D il

il gty Qi ching 4c tinh thuéc an thin kinh, dong kinh va cufl cung 1 vong.

Néng d pimozid téing lén khodng 35%

thip don 1b dé dugc chung minh trong 1 thir nghiém vdi liéu

pimozid (2 mg), Sy gia tang nay khbng lién quan d&n sy thay déi dién tam

chua dugc biét rd, vi pimozid cé khodng tri ligu
hep, do dé chdng chi dinh dung chung sertralin véi pimozid. :

Céc thudc uc ché thén kinh frung uong va rugu
Dung déng thei vai sertralin 200 mg/ngay khong lam tang tac dyng cla rugu, carbamaz-

. epin, haloperidol hodc phenyloin trén khi nang nhén thic va tdm ly & ngud) khée manh:

tuy nhién khdng khuyén cao dung déng thai sertralin va rugu
Céc thubc téc dgng trén he serotonin khdc
Céin thin trong khi dung thutc vai fentanyl (dang d€ gay mé va diéu trj dau man tinh),
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vl fithi, bénh nhéan nén duge theo dbi hap .
Phenyloin ] y
This nghiém c6 kiém chdng blng gid duge & nhing nguéi tink

phenyloin trén IAm sang rwwn.tﬁmwpmmamﬂwow
néng 6% phenyloin & bénh nhan s dyng sertralin, do 06 khuykn céo nén theo
@b phenytoin trong huyét tuong khi khdi dfiu dibu tr vOi sertralin va didy
phenytoin cho phis hop. Thém vao db, sit dung dbng thési vai phemytoin cb thé 14
nhdn gay gihm nbng 66 sertralin huy€t tuang. Khong thé logi tril chéit chem dng
CYP3A4 khac nhy phenobarbital, carbamazepin, St John's Wort, rampicin c6 thé
gim néing a4 sertralin trong huyé! tudng.

Nhém triptan

Cé 141 1t bdo cho mo 1 bénh nhan bj y6u, 18ng phiin x5, mAt khk niing diéu phdi, I
lo ting va kich 64ng sau khi sif dyng serralin va . Céc by chd a
ehing serolonin cling c6 thé xky ra khi ding voi céc thubc clng nhém iripten. CAn
bién phép theo dbi bénh nhén thich hgp néu trén (4m sang bt bubc phil difu tri
hgp seriralin va sumatriptan.

8e
i

i
:

i

3
2
$sgfF %

Digoxin, atenolol,

Ding déng thai seriralin v cimetidin gay gidm déng ké 6 thanh thal cha serralin. ¥
nghla 1&m sang cla nhing sy thay d&i nay vBn chua dugc bibt. Sertrafin khéng Anh
hudng Wn knd nang Uc ch thy thé adrenergic cla atenoiol. Khong thiy cé tuong the
gi0a sertralin héu 200 mg hang ngay khi ding voi digoxin.
Thudc dnh hudng ién chic néng tiéu céu
mﬂvﬂ!dﬂymﬁu““ﬂﬂﬂ“nmdﬁngvdidcmdcucmlnchﬂcnlngcﬁl
iéu chu (thufc khang vikm khdng steroid, acid icylic va hay céc
Mwmmmmm&ymumdﬁmmwm%m.
sertralin.

Thubc Gc ché thén kinh co

Céc thubc SSRI 6 thé 1am gidm hoat ddng cholinesterase trong huyét tudng din
s kéo dai tc ddng Uc ché thin kinh cd cha mivacurium hodc nhom thubc chen
kinh cg khac.

Thuéc chuyén hoa bél cytochrom P450

Sertralin tic dyng nhy 1 chit Uc ché CYP2DE nhe-trung binh. Ding dai han sertralin vdi
liéu 50 mg hang ngay cho thiy mdc tAng viia phal (trung binh 23%-37%) néng 85 cia
despiramin (chét ddnh déu hoat tinh iscenzym CYP2DE) & trang thél hiing dinh trong
huyét tuong. CAc tuang tac c6 lién quan vé 1am sang cb thé xby ra val chit duge chuyén
héa bdi CYP2D6 khc cb chl 88 dibu tri hep nhu céc thube chéing loan nhip nhém 1C
(propatenon va flecainid), thubc chng ir&m cAm 3 véng va chéing loan thin dién hinh,
déc biét la & by sertralin cao hon.
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| Thin vk 661 nidu: Thidu nidy,

Co xuang vk mé Bbn két: Benh
u tign khéing ty chi

| Sinh dyc: Rong kinh, 160 Am dao, ting 161 sUs, viém beo qul dbu, cuang duong, xufit tinh

Sertralin khong Uc ché CYP3A4, CYP2CQ, CYP2C18 va CYP1AZ dén mdc cb § nghia |

vé mat lam sang. Biéu nay da dugc xéc nhan bdi céc nghién clu Wong tAc trén in vivo
véi cac chil chuyén héa bdi CYP3A4 (corisol ndi sinh, carbamazepin, terlenadin,
alprazolam), CYP2C18 (diazepam), CYP2C8 (lolbutamid, glibenclamid va phenyloin).
Céc nghién cdu in vitro cho thiy rAng sertralin cé it hodc khéng c& khd ning dc ché
CYP1A2.

Dang dbng thdi sertralin vdi chét Uc ché manh CYP3A4 (chsl Uc ché protease, |

ketoconazol, itraconazol, posaconazol, voriconazol, clarithromycin, telithromycin va
nelazodon) hodc v6i chlt dc ché CYP3A4 trung binh (aprepitant, erythromycin,
fluconazol, verapamil va diltiazem) cé thé 1&m tang néng 46 clia seriralin. Céc chil dc
ché& CYP3A4 manh nén tranh ding trong khi diu irl vai seriralin.

Néng 66 sertralin huyét twong khi ding v6i chit chuyén héa chdm CYP2C19 tang
khodng 50% 80 vdi khi ding v0i chdl chuyén hba nhanh. Clng khong thé logl rd tuong
tic voi céc thuSc Uc ché manh CYP2C19 nhu omeprazol, lansoprazol, panioprazol,
rabeprazol, fluoxetin, fluvoxamin.

Tuong ky cs thuse

Do khéng cé cic nghién ciu vé tinh tuong ky cda thubc, khdng trén iin thubc nay voi
céc thubc khic.

TAC DYNG KHONG MONG MUGN CUA THUGC (ADR)

Théng béo ngay véi bic sT néu cb mdt trong céc trigu ching sau:

- Phét ban da nghiém trgng gay phéng rdp & viing miéng va Iudl (héng ban da dang). D6
i4 déu hidu clia hdi chdng Stevens-Johnson va hogl tif thugng bi nhibm d5c. B4c si sé
yéu clu ngung diing thubc trong truting hgp nay.

- Phén (ng di Ung bao gém c4c triéu ching nhu phét ban da ngda ngdy. khd thd, thd khd
khé, sung mi mét, mat, mbi.

- Lo l&ng, nhém iin, tiéu chay, s61, tang huyét 4p, tang 16t m& hoi, tim A2p nhanh. D6
1 nhiing biéu hién clia hdi chiing serotonin. H&I ching nay cb thé xdy ra khi ding thubc
khéc cling lic vdi sertralin. Bac T c6 thé s& yéu ciu ngung ding thudc

- Triéu ching bénh gan nhu vang da, vang métL

- C6 y nghi hogc hanh ddng ty i,

- Bén chéin, ding ngdi khéng yén sau khi ding thubc.

- Co giat

- Tinh khi b4t thudng.

R4t thudng gdp, ADR z1/10

Thén kinh trung uong: MA&t ngl (19%). chéng mat (11%), bubn ngl (13%). dau diu
(21%).

Tibu hda: Tidu chdy (18%), bubn nbn (24%), khd miéng (14%).

Sinh dyc: Chém xuft tinh (14%).

Toan than: Mét mdi (10%).

Thudng gdp, 1/100 < ADR < 1/10

Viém nhiém: Viém hong.

Chuyén héa va dinh dudng: Chén &n hodc thém an.

Thén kinh trung uong: Trém cam, r6i loan nhin cdch, 4c méng, lo &u, kich déng, cang
thing, gidm tinh dyc, nghién rang, di cAm, run, ting trudng lyc co, réi loan vi gidc, réi
loan ché §, mét t4p trung.

Gidc quan: RS loan thi gidc, O 1ai.

Tim mach: Béanh trfng ngyc, béc hba.

Hé hip: Ngép.

Tiéu héa: Pau byng, ndn mila, 140 bbn, rdi logn tiéu hba, ddy bung khé tidu.

Da va mbé dudi da: Phat ban, ting tiét mé hoi.

Cad xudng v4 mb lién k&L Dau cd, dau khdp.

Sinh dyc: REi loan cuong duang.

Toan than: Bau ngye, khé chiu.

It gap, 1/1000 < ADR < 1/100

Viém nhiém: Nhiém khudn dudng hd hdp trén, viém mai.

Mikn dich: MAn cam

N&i i61: Suy tuyén gidp

Thén kinh trung udng: Ao gidc, 08 gay han, sdng khodi, vb cim, tinh khi bt thuding, co
gi4t, co cg khong chi adng, diéu phdi bdt thudng, tang ddng, 16 1&n, gidm cim gidc, r8i
logn ngbn ngl, chéng mét tu thé, ngdt, dau nla ddu.

GiAc quan: Gifin dbng t, dau tai.

Tim mach: Tim dép nhanh, thng huyét 4p, db bing.

Hé hip: Co thét phé quan, khé thd, chhy mau cam

Tiéu héa: Viém thyc quén, khé nudt, ir], tang tiét nudc bot, bénh & Iudi, g hoi.

Da va m6 dudl da: Phi quanh h8 mél, pht mat, ban xufit huyét, ryng téc. a8 mé hoi
lanh, kh¢ da, ngda, may day.

Co xuong v mb lién ké1: Thoai héa khdp, ybu cg, co cd, dau lung.

Thin vh tét niéu: Tidu nhibu, iéu dém, bi téu, ubu bubl, 16i loan iy tién.

Sinh dudi Xufit huyét &m dgo, 16l logn chic néing tinh dyc vé sinh dyc nd, kinh nguyét
khong déu

Toan than: Phi ngoai bién, &n lanh, 861, suy nhugc, khat.

Xét nghigm: Tang ALT (ALT: Alanine aminotransierass),
aminotransferase), 1ang cAn holic gidm can.

Hidém gép, 1/10000 s ADR < 1/1000

viém nhim: Viém ruft thia, viém dudng tiéu hba, viém tal gida

AST (AST' Aspartate

U tanh tinh, 4c tinh (g8m u nang vé polyp): Ung thu '

som
Toan than: Thokt vi, gikm dung nap thubc, dang di bt thusng

X6t nghigm: Tinh dich bt thuding, ting cholestersl mau.

Tén thuong vA nnibm ade: Tén thuang

Phldu thudt: Giln mych

Chua rb tdn sulit

Miu vh hé bach huyt Gidm bach chu, gidm by clu

Mibn dich: Df dng

NGi 6t Tang protactin huy6t, 6t hormon chéing bai nidu khdng thich hop

Chuyén h6a vi dinh dudng: Ha natrl huyS1, ng dudng huyst

Thén kinh trung udng: Ac mong_ 161 logn vhn Ang (bac gém tidu cwngbr?w thip,
ting dong, 1ang truong lyc ca, rbi logn truong e, nghifn ring hodc dang di bél thuong),
déu hibu v tribu chang cé libn quan dén hé) ching serotonin va hoi chiing 4c tinh do
diing thulc an thén (kich a4ng, i 1hn, todt mé hai, iy chby. s61, tng huybt 4p, co cing
vé nhip tim nhanh), chidng ddng ngbi khong ybn vh thm thén bén chén, co thit mach
méu ndo (bao gbm hol ching co mech mau nho c6 thé héi phyc va hdi ching Call-Flem-
ng).

Giac quan: RS loan thi gldc, déng tif khbng déu.

Tim mach: Khobng QT kéo dil, xohn dinh, xuit huy6t bt thusng (nhu xuft huy#1 tiéu
héa).

He hép: Bonh phbi md ké.

Tibu héa: Viem ty.

Gan mét: Trigu chdng bhnh gan ngng (viém gan, vang da, suy gan).

Da v mé dudi da: Hoi ching Btevens-Johnson va hoal 1 bifu bi, phis mach, nhay cam
#nh séng, phin Ung da,

Ca xuong va mb lién kBt Chult rat.

Sinh dyc: VG 1o & nam gidl,

Xé1 nghibm: KB qui x61 nghigm |am sang bt thudng, thay 66i chic nng tifu chu

QUA LIEU VA CACH XU TRI

Nhibm ddc clp:

Lidu ghy chét clp tinh & ngual chua biét.

Qué liéu thudng ghy thng qua mic tdc dung dugc Iy va Lac dyng khéng mong muén cla
thubic. Céc triéu ching thudng g8p khi qué liéu gbm: Bubn ngd. lo Au. bufin nén, nbn,
nhip tim nhanh, thay a4l dign tam a6, gidn déng 101, M1 86 thc dung khbng mong mubn
nhd nhip tim nhanh, 1ang huy61 Ap, 861 cao, mBt ad, run e dhu chi 04 gip & 1 1rd em
sau khi ufing nhadm serotonin, phin dng giéng nhu hél ching serotonin.

Céch xl trf: Sertralin khéng c6 thubc gidl dbdc djc hidu. Vi vy, khi qué libu thusng diéu
trl iribu ching va difu tr| hg tegg. NEu mdl ngd dbe, eb thl gAy ndn. NEu ngutsl bénh hén
mé hofc bn can co gist khéng o phén xa ndn thi rifs dg day sau khi di a8t ndl khi quan
a6 wanh hit phal nudc ria ds day. Ding than host (c6 thé ph&i hgp vl sorbitol) ngay 1
ddu hoge sau khi gay nbn va rila da day. Cén duy trl ho hip clia bdnh nhan, théng khi
v cho thé oxygen. Céc phuong phép thdm phan mau, thém phan mang bung, Igi tiéu
cudng bdc, truyén mau khdng cé hiu qua do thé tich phan bd cia sertralin Idn va lién
k&1 nhibu vdi protein.

Nhidm dge man

D4 c6 1 trubng hgp dugce thong béo c6 hél chung cal thube 2 ngay sau khi nglng thufc
a4t ngh1. Cac bibu hibn cla hol chung cal thube: Mét mbl, dau quén byng, 18n thuong irl
nhd va irndu chdng gifng cam, chéng mét, run, rét run, v mé hol va mét phéi hgp dong
tac, nhdc déu, dénh réng ngyc... Cac phan Gng nay thuGng hét trong vong 1 vali tuéin
sau. Bé tranh hii ching nay, cin nglng sertralin ddn din.

Cén glam sét chat cac ngual bdnh cé tién sl nghidn thubc dé phat hidn cac déu hibu
cla ding thubc sal ibu hojc lam dyng thubc (thi dy nhu tang libu do phat trién nhan
thubc, hanh vi fim thube aé uéng).

DUGC LYC HOC

Nhém duge ly: Uc ché chon Ige t4i hip thu serotonin

M2 ATC: NOBABOS

Ca ché téc dyng

Sertralin |4 din chét cla naphthylamin, cé tac dyng chéng trm cAm do Gc ché chon loc
t4i h8p thu serotonin (5-hydroxylryptamin, 5-HT). Thuic it holic khdng cé téc dyng dc
ché téi hdp thu noradrenalin hofic dopamin va khong cé tac dung nhibu khéng
cholinergic, khang histamin hogc chen alpha hogc beta-adrenergic & liéu didu tr|. Do 46,
céc téc dyng khéng mong mubn phé bién do chen céc thy thé musearin (nhi kho miéng,
nhin m&, bf iéu, tho bén, 10 fAn), thy thé alpha-adrenergic (nhu gidm huy6t dp 1u the
aung) va thy thé H, va H, histamin (nhu buén ngl) th&p han & nguéi ding sertralin so
VoI ngudi dong thubc cbb’ng trAm cam ba vbng vA md1 86 thubic chéing tr&m cAm khéc
Sertralin khéng dc ché monoamin oxidase.

Dung li6u diéu trj (50 - 200 mg/ngay) che ngudi khbe manh, sertralin (e ché 141 hip thu
serotonin véo tifu cdu tiy theo libu ding. Ding sertralin kéo dai & ddng vat a4 1am gidm
céc thy thé norepinephrin & ndlo nhy dé thy vdi cac thubc chéng lrlg m cAm va chéing
&m 4nh khac c6 higu qué trong IAm aang.

DUGC BONG HOC

Seriralin hdp thu chdm qua dubng 1i6u hoa. Sinh kha dyng trén ngudi chua duge danh
gié ddy dii do khéng 6 dang tiém finh mach. Trén dgng vat, sinh kha dyng cia sertralin
kho#ng 22 - 36% va sinh khé dung dang vién ufing tudng duong dang dung dich ufng.
N&u ubing vién nén cung vai thie &n, didn tich dudi duling cong (AUC: Area Under the
Curve), néng d¢ dinh tang kholing 25% va Ihdi glan dat dugc néng A dinh gidm 1 8 glé
xung 5,5 gid. Néu ubng dung dich cing thic &n, thai gian dal dude néng dé dinh trong
huy&t Wwang tang 1 5,9 - 7,0 gia. Théi gian dat néng dé dinh khodng 4,5 - .5 gids sau khi
uing 50 - 200 mg ngay 1 I4n, trong 14 ngay. Néng db dinh va sinh kha dyng cla thudc
tang & nguoi cao tufi. Thuic dat trang thai 6n dinh sau khi uéng khodng mot tuén.
Sertralin phan b8 réng ral véo cac md va dich cd thé, qua duge hang rao mau-ndo va
sia mg. Thubc ién kél véi protein huyét wong kholng 98%, chi yéu la albumin va a,-acid
glycoprotein. Sertralin dugc chuyén hoa & gan, cht chuyén héa chinh [4 N-desmethyls-
eriralin kém hoat tinh han sertralin. Nhung méi fién quan gida néng 0 trong huyét tuang
cha sertralin va MN-desmethylsertralin véi thc dyng didu tri vA/hodc déc tinh cia thusc
chua dugc xac dinh 6, Sertralin duge thai tri chi ySu dudi dang chuyén héa ra phan va
nudc Uéu voi lugng xAp xi ngang nhau. Thai gian ban thai cla sertralin khoang 25 . 26
it vé théi gian ban thai cia N-desmethylsertralin khodng 62 - 104 gids. O ngusi cao tudi,
thai gian bén thai cé thé ving (khodng 36 gia). Tuy vAy sy thal Ird kéo dal khéng quan
trong vé 1am séang va khéing cn didu chinh liéu. Vi sertralin chuyén héa manh & gan nén
t6n thuang gan cé thé tic dbng dén dao thai thubc, cén than trong diing thubc cho ngusi
bj 1én thuang gan, vai libu th&p han hogc i 1&n han. Dugde ddng hoc ciia sertralin khéng
bi tc ddng do tdn thuong than.

QUY CACH BONG GOI: Hop 3 vix 10 vidn

PIEU KIEN BAD QUAN: Nai khd, nhidt 69 khong qué 30°C. Tranh 4nh sang.
HAN DUNG: 36 thang ké 10 ngay sdn xulit
TIEU CHUAN CHAT LUGNG: Usp

SAN XUAT TAI

TRACH NHIEM TRON VEN

CONG TY 6 PHAN DUQC PHAM SAVI
(SaWipharm J.S.C)

L6 Z.01-02-03a Khu Cong Nghiép trong Khu Ché& Xu#t Tan Thudn,
Phudng TAn Thudn Bong, Quan 7, Thanh Ph& H6 Chi Minh
DT: (84.28) 37700 142 - 37700 143 - 37700 144
Fax: (84.28) 37700 145
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