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: ) M, hay lgi ich cia vide kit hop sdc dien vE seriraling,

‘unhalance the INR

Bppropriate observation of the patient is advised

1

- Warfarin

Coabmmsration of sertraline 200 mg daily with warfarin resultsd in a small bu
statistically significant increase in prothrombin time, which may in some rure coses
value

ceordingly, prothrombin time should be carcfully monitored when sertraline
y is initiated or stoppeil.
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Ciic thny 45} vé xét nghiém sinh héa _
Hi gan mjt; cic bénh gan ning (buo gbm viém gan, vilng da vh suy gan),
ting khing cd tridu chimg transaminase huyée tueomg (SGOT va )
Hé dinh dulmg vii chuyén hon: Ha natri huyét, ting cholesterol b

Tim thin: Kich thi qué, lo cie T
#ﬁmmmwhm qub, 1o ling, cio wigu chimg u ol o

HE sinh sar K.'mllph? &t khing déy,
quin

- St R
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it _;lnndiulim. 1 1
Tt (SGOT and SGPT) have in nssocistion with

traline administration (0.8 - | 3%), wiu'fq!'_-' risk associared with
o daily dose. The shnormalities usually occurred within the first |
I,

() -y
/)’5.0 m.ghmmmm-mm
O/))/ Co-admimistratzon with cimetidiine caused a substantial decrease in sertmline
clmm:ﬁmniiwiﬁmﬂm:hmphqumﬁhdm
afhlmhhh-&m:rgjchlmﬂuﬂlﬂy of atenolol. No interaction of
sertriline 200 mg daily was observed with digoxin.
Treament wisk ETC: No clinical establish b efit or sk when Co-administration
s, ekl oc benefit
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Tic khing mong mudn: Undesirable effects
- “}uusﬂ:iummu:dnammm.mgdwmm =k 1§ spomtancous repors include the following:
= Toin thin: Phin img dj img, di suy nbuge, mt méi, sbivi bimgmit. | - Cardi "Mmmmmmmhmm
: g"ﬁmmmh,ﬂihﬂﬂtﬂng t i, dinh tring ngue, phi quanh hic uchycardin,
mat, nght vi tim ohanh, p @ nalk; Vomiting. abdominal pain.
E'digzmwvi ' e:ﬂdnlﬁ.uﬁnﬂt.dhmmm - Nmm Amnesia, headache, mwﬂmmwl disorders,
 oan vin déng (bao g & iy trimg ngogi thip shu thng vin paraesihesia. hyposesticsia, depressive symptoms, hallucinations, aggressive
déing, ing troomg lIye cor, nghién riing hay diing di bat thirtm 2) df cdm vik reaction, ag L mxicty, psychosis, depersonalisation, nervousness, panic
gidm cdm gidc reaction and s d symptoms associuted with serotonin syndrame which
Cic diu higu va g chim 0 lién quan dén b chimy ng)) include feyer, gidly, confision, agitation, on, . is, nchycands,
g e b mi S g b By B g bypericasion i inbpecn. o Fas
cubmg b serotoncrgic, bao ghm kich ddng, 1, wdt mb hai, a chiy, sér, | - : ions (Sekeurcsf) iné should be discon '
ting huydt ip, co clmg vi nhip tim nhanh . 1 gs and special
- Hindi tié Tang tié sii, ting prolactin hizyét vi cimg ghdp rang. -
- Hitifuhda: Dan bung, viém tpy, non, 5 e ““%."'W“W'?mm

iﬂ:u_ﬁlrug treatment and promptly diminished upon drug

ytopenia, abnormal bleeding or
it is unclear whether sertraline

Lidu ditng

Sertruline nén duge ding mdt ln mdi ngdy viko bulki sing hoge budi 1bi, ding
cling thirc dn hofic khiing ciing thre in.
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thilng sau chin
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tiing liéu didu tri. Sy thay d8i i nén duee tién hink véi khoang edch it mhit 13 1
Tﬂn,edlhﬁmzl‘!nmdﬂﬁiﬂnm:ngingﬁy.
wumwgﬁmmwmg{.&,mimm.yaﬁiveuhmmqm
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Indications
Sertraline should be sdministered once daily, ifher ia the moming or cvening.
Sertraline mblet can be sdministered with or without food.

Lot} preapmen: -— - \"-"I,""'
fhminm - ! <=

Serrline trestment should be strted at a dose of 50 mgday,

Fanic Disarder, PTSD, and Social Anxiety Disorder

Therapy should b inftiated at 25 mpiday. Afier one week, the dose should be

increised to 50 mg once dailly. This dosage regimen has boen shown to redice the
frequency of carly treatment emergent side effects chamcleristic of panie disorder.

P

s

), T
pression, OCD, Pawic Digorder, Saciul Anviety Disorder and PTSD

lents not % 4 50 mg dose may benefit from dose increuses. Dose
ubfiges should be made in ste O S0 my at intervals of at least e week, up to &
of 200 mg/day. in dose shonld aot be made more frequently
than once per weck given the o climination half life of sertraline,

The onset of therupeutic effect may be seen within 7 days. However, longer periods
mmmmmmmmumwmom

Muintenance

age during lang-term therapy should be kept at the lowest effective level, with
Deprezsion’
Longer-term treatmenit may also be approp riiite for prevention of recurrence of

mafor depressive episodes (MDE), In most of the cases, the recommended dose in
provention efwgquﬁé’ﬂﬂ)l!iﬂhm 25 the one used during current ;




{“ua.:.:,::.wﬂﬂ
6/;, & "My e thudc tre ché mien Monoamine oxidase (TMAD): cic trudmg hyp b
o) \ikn img nghiém trong d6i khi din dén tir vong di dirge bda cdo & cie

‘?/M * b nhiin sir dyng sertraline phéi hop véi IMAQ. Khing dwie sir dung
L

.ﬁmmg IMAO hodic trong ving 14 ngy ssu khi ngimg didu tr voi
ndy. Tuomg ty, phii dimg diéu tr vin sertraline 16 thidu 14 ngiy
trudre khi didu tr vdi che thude IMAD,

() . o : A
ON " g mr Bl Lo thmnﬂm ists. Putients should ‘ . ooy
’5“ b gy i i serotonergie kh tidn symploms of S5 of NMS syndrome (see section 4,3~ Contraindications).

n thin kinh trén b serolonergic, hén dugc tidn hinh cén thin vi nén
cir khi niio cb thé dupe do nguy co tuomig te v durgo 1 hoc.

- Chuy&n/)é;i‘ cic thubc e ché ehgn loc sir thu hdi serotonin (SSRIs),
ciic thude triim cim hofec cée thude chong im dnb; nén theo d8i vi
ci cic dinh gi trong khi chuyén d6i. djc bigt 1A tir cde thude o6 tac
dyng kéo dai nhif fluoxetine. Khoing thén gian cin thiét 8 lim sach thude
ra khioi cor thé trude khi chuyén ddi irmit thube e ché chon lge sir thu hi
serotonin sang mdt thudc khac vin chra dwpe thift lp.

Thing hung oy gidm hung cim: Ting camy/ giim humg cém ciing

duge bio cho a mpLty 1 nhd i Tnan tinh cam ning, din
S e it e i B R T
trén thj trrmg. .

- Com dng kinh: Cée com ding kinh 14 nguy cor tiem ting véi vige sit dyng
cite thube chéng dm &nh. Tuy nhién do serimbne cha duge dinh gid § cic
bénh nhin bj chimg rdi loan eon dug ki aén minh sir dung né cho cie
biénh nhiin bj dong kinh w&wakmmnﬁmﬁ
thin. Nén ngimg sir dung sertraline & bt k¥ bénb nhin ndo cb phit tré
com dfng kinh,

Tu tir- Do khi ning bénh nhin mudn ny tir gln B4 v6i cic bénh nbis s
chim v céh th thn tai tho dén kiicé duee se fmyén gikm ding ke, nin cie
giim sit chit ché cac bénh nhin rong gaai dogn khoi diu didy i

1 chmﬂwlﬁ-hmﬁmhmjmu{hﬂu#d

Precaution and warning
Serenonin Syndrome (85) ar Newrolepric Molignant Syndrome (NMS)

i55) or Neuroleptic Malignant Syndrome ) hias been reported with SSRIs,
mcmdingm.mmmuﬂmmr_hkq{, .ot NMS with SSRIs is increased
with con tuse of serotonergic drugs (including triptans), with drugs which

impair metabolism of serotonin (including MAOs), antipsychotics and

Switching from Selective Serotonin Reuptake Inhibitors (SSR1I5). antidepressanty or
Thete is limited controlled experience regarding the optimal timing of switching:
from SSRI5, antidepressants or anti-obsessional drugs to sertraling, Care and
prudent medical judgment should be exercized when switching, particularly from
long-acting agents such as fluoxeting.

Activation of ypomania or mania
Manichypomanic sympéoms have been reported o emerge in a small proporntion of

| patients treated with marketed antidepressant and anti-obsascions] drugs. inchuding
should be discontinued in any patient entering a manic phase, |
Schizophrenia
Psychotic symptams might become nggravated in schizophrenic paticats.

Suividefmuicidal thoughts/swicide attempts or climical woryening

Diepression is associnted with an increased risk of suicidal thoughts, self harm and

suicide (suicide-related events), This risk persists until significant remission occurs.

As improvement may not occur during the first few weelks or more of treatment,

patienis should be closely monitored until such improvement occurs. It is general

i

Anh hiwrdmg trén khi ning lii xe vi viiln hinh miy moéc

Thube khiing cb dnh huimg trén kha ni mmﬁnmw@ﬁ
%&hnﬁicﬁmcﬁﬂﬂmm khi nling lim vide vé trf to hay ca
bip cin thiét cho nhimg céing viéce cb nguy co tiém fin cao nhir 1 xe hay vin

hinh mdy méc. Bénh nhin nén thin trong.

y to drive and wse machines

psychomotar p sce However, 8s psychotropie drugs muy impair the
mental ar ph s required for the performance of potentially

driving a car or operating machinery, the patient

I

Hnnlnﬁd:::dﬂumlﬁ; e - .
Sertraline dirge ghi nhjn cé lin quan dén viée chiim hinh thinh 0
Mmmﬁmm@'ﬂnﬂmﬁmmﬁwm
¢m hom nhimg nii ro c6 thé co.
Cﬁrﬁ.lildﬂli&uﬁénqumdémﬁngdﬁ:ﬁnmmliutmgsh_&hhcpﬁkhu&
céo ditng thude cho bi me cho con bi trir khi co sy dénh gid ky cang cua bic 5§
ving lgi ich didy tri mang 1y Iom hon nhing rii ro €6 thé 6

Céic phy nit c6 nguy co co thai nén it dung chic biga phip winh tha dhy ¢ khi s
dung sertraline.

- -,

ﬁniml } o T o o e b5 ds
maternal toxicity cansed by the pharmacodynamic sction of the compound
andior direct pharmacodynamic action of the compound on the foetus,

Sertraline is not recommended in pregnancy, unless the clinieal condition of
the woman is such that the benefit of the treatment is expected to outweigh
the potential risk.

Tuong the thuie Dirug Ineraction
. Thudc iie chi oridase (IMAO): i
ire chi men monoamine e (1 )): khing sir dung phii hop i At

viri disulfiram holic sir dyng trong vang 14 ngiy ssu khi dimg &eu i v
disulfiram. %

Cdrrh?.x}ai-r:h@rhén kinfy frung mgﬂmmmmmﬂlvbi
-u%-p‘-:ﬁ,.-" = ——————
= Lithium: Nén cb cic bign phip theo dbi thich bgp khi sir dung dlng thoi

sertraline véi eic thule lithium, chit mity o6 thé e tic dung théng qua co
ché hogt hén hé serotonegic.

—

! Phenyltain: Ngudi 18 khuyén cio nén theo dii ning 45 cia phenyltoin
umglmyémmgmmaiuaséunivﬁimmumnchmﬂam

phenyltain cho phi bgp.
- wm:chwmm-%rmﬁ nhin thich hop néu
Vi sing bt buge phii didu mj phéi bop gis il va sumatr -

Cde thude €6 giin &kt vii protein huyét tiromg: Do sertraline giin két viri
protein huyét tuong nén cin ghi nhd o6 nguy cor tidm dn cle 5y wong tie
gifta sermaline vi cie thube giin kbt v protein huyéttiong khic.

Warfarin: Ding ddng thiri ghy ting c6 ¥ nzhia thing k& vé thési gian
prothrombin, § nghia lm sing cia tic dyng nify viin chua duge bict

C6 nromg téc thude khie: S dung dbng thir sertraline 200mg/ngay vin

diazepam hay tolbutamide giy bien dbi mGt chit nhung ¢6 ¥ nghia thong
ké vé vi thig sb duge ding hoc. Ding ddng this serraline voi
cimetidine gy gidm ‘8% thanh abii cia Sermatine. Khing thiy cb

twomg the gilm sertraline fitu 200my hing ngay vor glibenclamide hay
digoxin

= Bidu pri sde dign (ETC): Chim ob nghién ciru 1im sing thiét Iip nguy oo

hmhummhmﬂmnmﬁm-ﬁwmm;an
- welegiline. Sermalis initiated for at least |4 days aficr disconpuation
" aFreatment with an 1 - -

CNS depressants and alcohol

The concomitant use of sertraline i not recommendid.

Lithium

k- : _ S :
When co-administering sertraline with lithium, patients should be appropriately
monitored becanse s possible pharmacodynamic interaction.

Phemytoin

Itis recommended that plasma phenytoin concentrations be monitored following
inftistion of serraline therapy, with appropriate adjustments to the phenytoin dose.
In addition, co-administration of phenytoin may cause a reduction of sertmline
_ plasma levels.

Sumatriptans
If concamitant reatment with sertraline and triptans is elinically warranted,
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CLEALINE 50 mg

Rx - Thude diing theo dom bac 53

ﬂacﬁm-&ﬁ#ﬂfmrﬂfdﬂ“ L
Néu cdn thim thing fin chi tiét xin hoi bdc 5§

CLEALINE S0 mg i
Rx - Prevcription Only Medicin

Resd instruction carefully before using

I veu need any futher information, please ask your doetor.

Thianh p.ll;l

Composition
Each film-coated tablet contains:

1 At _ 50 ; Stcarate, Colloidal

Methyl starch, Microcystallin Cellulose 102, Opadry 11 §5F28751 (Polyvinyl
Adeohol), Titanium Dioxide (E171), Tale, Polyethylene Glyeal 300)

t

nguwo. |

Thude khiing o the dyng kich thich, an thin hay tic dyng khing cholinerc hay
ghy dbc tém tim & dong viL ; -

i tiic dyng irc ché chon loc s thy hli -HT, sertraline kbdng thag cuimg hogt
tinh cim hé catecholaminergic.

Sertraline khéng cé i lye v cic thy thé bé muscarinic (b cholinergic).
hh_&m&cah*dmm&nqﬁg&m' che
by thé nosepincpbring & o cling abe thuomg g9 (i  cic thabs ching T

Gmﬁunuﬂmu:&qhhmmmmﬁh%%

Nhom 114 Pharmacotherapeutic group

Thube ¢ dlng kinh Selective serotonin reuptake inhibitors (SSR1)

Durre lye hpe Py Pharmacodynamic

Sertraline 14 chi e ché manh v djc hidu sy this i senotonin (5.311% Sertraline is & potent and specific inhibitor of neuronal serotanin (5 HT) uptake in
thin kinh ?m.wﬁchmhhmwdlhcrﬂ'ﬂmofs—mhnmim.

;1%mmtwﬁwmmm
u:-d;oi of stimulant, sedative or anticholinergic uctiviry or cardiotoxicity in
wmmﬂm:mmanummw

In accord with its selective inhibition of 5-HT uptake, seriraline does not enhance
catecholaminergic activity.

norepinephring feceptors as obscrved with other clinically

s S e TN S a1 i — e il
Khing g che thude chéng # i ugng sertraling hatnot demonstrated potential for abuse,
mmmmmmmmwmm&hmb&m
Sertraline chime 14 1 khng o6 ki ning giy lam dyng thubc.
e ding hoe Pharmacekinctic
Hip thu ; _ : Absoeption _
Sertaline ob che 83 tinh dupe Sfag boc phy tudc theo 1y trong khi 50- Sertraline cxkiis dose proportional pha in the range of 50 10 200
200 mg & mmuﬁg&ﬂhmwmﬁmﬂ mg. In mas, following 2n oral Wo{!ﬂwzmmﬁrudsy&puk
trong [4 ngiy 4§ dinh trong huyét nrong (Cmax) céa sermaling xult hien Mmﬂuofmﬂimmu{imtdmmﬂﬁcdmy
trong khodng 4.5 dén 8.4 gib: 1 Cic nghién ciru trén djng viLeh nﬁnﬁtﬂﬁ:dl&ﬂFﬁMﬂWMﬁ:ﬁMﬁlﬂyuf
ring sertraline ¢4 thé tich phiri b ' sertraline tablets.
e h e duge djng hoc cia sertrilline & o nhi khoa bj 7RI - '
cwémg bire dm dnh di dege chimg minh 1 fuong 0 g W (mdc 40, cbo béah  § Distribution
nhén ohi khoa sir dyng sertraline o6 higu qui hon mitichiy ohidn ngudi & ‘&Winmmd&mdfmhﬁmdmgilwmmphmmmﬂm
Kbuyén nén ha thip liéw 0 céc bénh nitin nbi khoa mi od e hevng co e thip | Biotransfonmation.
(dlic bigt nhimg hénh nhi i 6-12 wbi) a2 trinh ndog 4 qul cae weeg buytl Sertraline undergoes extensive first-pass hepatic metabolism.
hromg.
- Jorsd Etimination
Charén how - The mean half-1ife of sertraline is i 26 hours (range 22-36 hours).

Sertraline b chuvén héa phi 1én trong pha diu © pan. Chit ey bés chinh
tromg hewdt toomg 1 N-desmethylsertraline, mit chit it hogt tinh bos &ing ke
(khodmg 20 He) so véi sermaline trén in vitro, tay nhién chifa o the aghidm vE
gt tink s mb hink in vivo & cic binh nhin'b trim cim.

-

. "

* Sertraline vi Nedesmethylseriraline dbu bi chuyén hba phin lon o cor thi
ngud vl cho ra cdc chilt chiydn os duve dio thii qua phiin ve qua mde éu &
dang chura bidn 88i. -

Consistent with the terminal elimination half-life, there is an approximately two-
fold sccumulation up 1o steady state concentrations, which are achieved after one
mdmwmmmmﬁanmmnahumw
| 62 1o 104 hours. Sertraline and N-desmethylseriraline are both extensively
metabalized i man and the reselant metabolites excreted in facces andd unpe o

m--mu “indy o smal amount (<0.2%) of unchanged seriraling is excreicd m

I y

im e, bao g trkm cim di kém boi cde wigu
gl niip €6 hay khdng oo nén s chimg hung cim.
: ; 2 188, vicc didu i tidp tuc Vi sertraline mang lpi Major depressive episodes. Prevention of recurrence of major depressive
 higu qui girm sy kbéi phs M“HMT episodes. y
idu trj i Toan cudmg bire im dn *u?:a!t‘%uwmw ; — "
sertraline diy tri higu qué kéo daf, an toin vi 8§ Bung npp 107 quii Obsessive compulsive disorder (OCD) in adubts und paediatric patients aged 6-
trinth didy trj kéo dii dén 2 nlm rii logn cuomg bis 4m dnh (OED). 17 years. :
- D?éumcxbénhnhhthilhmhurﬁlumcmwmnhm:.
- Diu tr 1 logn hodng loan, ob hay khdng ¢ chimg hodng s khodng
E Social anxiety disorder.
B iiéu tr rdi logn stress ssu chiln thuong (PTSD).
Panic disorder, with or without agoraphobia
TPost raumatic siress disorder (PTSD).
Chiing chi djnh - & "G I
. Bénh nhin co tién sir qui min chm voi scttmline I Hypersensitivity o sertraline or to any of the cxcipients.
. Khéng duge sir dling thirl sertraline trén che bénh nhin dang diduti | - Concornitant treatment with ireversible monoamine oxidase inhibitors
Lt el bl o el e memnarree evdaes (TRVEAD MADOIs) is contraindicated :




