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Rx - thudc bdn theo don.

INOSERT-50
(Vién nén bao phim Sertraline 50 mg)

CANH BAO:

Thuébc nay chi sit dung theo don ciia bdc sy.

Khéng ding thuéc qud liéu chi dinh.

Poc ky hudng dan sit dung trude khi ding.

Néu cdn thém théng tin, xin hdi ¥ kién bdc s3.

Xin théng bdo cho bdc sy nhing tdc dung khéng mong mudn gdp phdi khi sit dung thude.
Khéng sit dung thudc da qud han dung.

D¢ thudéc ngoai tam vdi cia tré.

THANH PHAN:

MGéi vién nén bao phim c6 chifa: W
Sertraline hydrochloride tudng dudng Sertraling ..........cceevvreviennene 50 mg

Td duge: calci hydrogen phosphat, cellulose vi tinh thé (Avicel PH 102), hydroxy propyl
cellulose, natri starch glycolat, magnesi stearat, HPMC (Methocel E5 premium), titan dioxid,
PEG 400, Tween 80.

DUQC LUC HOC :

Sertraline tfc ché tdi thu nhap senotonin (5-HT) & ddu sdi thin kinh, din dén su ting cudng
tdic dung cda 5-HT & dong vat. Sertraline chi c6 tdc dung rdt yéu trén viéc thu hdi
norepinephrine va dopamin & cdc dau sdi than kinh. O c4c liéu 14m sang, sertraline e ché sy
thu hdi senotonin vao trong cdc tiéu cau & ngudi. Sertraline khéng c6 tdc dung kich thich, an
thdn hay tdc dung khdng cholinergic hay giy ddc trén tim & déng vat. Cdc nghién cifu ¢6 kiém
chitng & nhitng ngudi tinh nguyén binh thudng cho thiy ring sertraline khéng c6 tac dung an
than va khong l1am &4nh hudng dén khd ning hoat dong tdm thdn. Nh& tdc dung e ché chon
loc sy thu héi 5-HT, sertraline khong ting cudng hoat tinh cda hé catecholaminergic.
Sertraline khong ¢6 4i Iyc vdi cdc thu thé hé muscarinic (hé cholinergic), serotonergic,
dopaminergic, adrenergic, histaminergic, GABA hay benzodiazepine.

Khéng gidng nhu cdc thude chong trim cam 3 vong, ngudi ta khong thay c6 hién tugng ting
cén trong cdc nghién cifu 1dm sang, ¢6 ki€m chitng, diéu tri sertraline cho cdc bénh nhén trdm
cdm hodc r6i loan cudng bic 4m dnh (OCD), thim chi ¢6 mot vai bénh nhin con gidm sit cin
khi diéu tri bing sertraline.

Sertraline da ching t6 1a khong gdy lam dung thude. Sertraline khong gayv ra cdc trang thdi
kich thich va lo 4u nhu d-amphetamine hay an than va suy gidm kha ning lam viéc tri 6¢c nhu
alprazolam.

DUCC PONG HOQC :

Sau khi udng, Sertraline hap thu qua dudng tiéu héa chim nhung t6t, dat ndng dd dinh khodng
4,5 dén 8,4 gid sau khi udng. Ving dudi dudng cong ndng d6 (AUC) ting nhe khi uéng thudc
cling v6i thifc dn, nhung ndng do t6i da ting 1én 25%, thdi gian d€ dat ndng d6 dinh gidm tir 8
gid xudng con 5,5 gid. Sertraline dude phan bé rong rai trong cdc mé cd thé, khodng 98% lién
két vdi protein huyét twdng. Sertraline trdi qua chuyén héa dau tién & gan. Con dudng chuyén
héa chi yéu cda sertraline 12 N-demethy! héa. Sertraline va N-demethylsertraline déu dudgc
chuyén héa rong rii & ngudi, cdc chat chuyén héa dudc bai tiét ra phan va nudc tiéu vdi lugng
bing nhau. Thdi gian bdn thai trung binh cta sertraline trong huyé&t twong 1 khodng 26 gid.
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CHI PINH:

Sertraline dugc chi dinh d€ diéu tri:

Bénh trAm cdm

R&i loan xung luc cudng bitc 4m dnh

S¢ hai, ¢6 hay khéng ¢6 chiing sg khodng rong

Bi stress sau chin thudng]

R&i loan tdm tinh tién man kinh

Lo 4u vé xa hoi

Tinh hiéu qua cta thudc & cdc bénh nhan dung sertraline trong thdi gian dai phai duge ddnh
gid dinh Ki.

LIEU LUGNG VA CACH DUNG:

Thudc ding dudng uéng. Ding theo sif chi din cda bac s§ diéu tri.

Chi dung sertraline 1 1an/ngay vao budi sdng hoic budi chiéu.

A. Diéu tri khdi dau:

1. Liéu dung cho ngudi lon: :
a. Bénh nhén trim cdm v rdi loan xung lyc cudng bitc 4m anh: ‘41 Z/
Diéu tri bing sertraline nén bt ddu § liéu 50mg x 1 Idn/ngay. 4’

b. Su sg hii, bi stress sau phiu thuit, lo ling vé xa hoi:

e Diéu trj bing sertraline nén bit ddu & liéu 25 mg x 1 lin/ngdy. Sau mot tuin, liéu ding
c6 thé ting 1én 50mg x 1 1dn/ngay. C4dc bénh nhan khéng ddp ing vdi liéu 50mg c6 thé
hiéu qua khi ting dén liéu t3i da 200mg/ngay.

e Khodng liéu diing khuyén nghik 12 50-200mg/ngay.

c. R6i loan tAm tinh tién mén kinh:

Diéu tri bing sertraline nén bit ddu liéu 50mg x 1 lan/ngay, cé thé ding trong sudt chu ki
kinh nguyét, hoic dung gidi han & giai doan hoang thé clia chu ki, tiy thudc vao ddnh gis cia
thay thudc.

Bénh nhén ding trong khodng liéu tr 50-150mg/ngay, ting liéu mdi khi bt ddu mot chu ki
kinh nguyét mdi. Bénh nhan khong ddp ing & liéu S0mg/ngay c6 thé cé hiéu qua khi tang liéu
(mdi 1an tang 50mg cho mdi chu ki kinh nguyét) 1én dén 150mg/ngay diing suét trong chu ki
kinh nguyét, hodc dung 100mg/ngay trong giai doan hoang thé ciia chu ki. kinh nguyét. Néu
diing liéu 100mg/ngay trong giai doan hoang thé, thi nén bit ddu mdi giai doan hoang thé cia
chu ki.

2. Liéu dung cho bénh nhi (tré em va thiéu nién)

R&i loan xung luc cudng bitc 4m 4dnh: Diéu tri bing sertraline nén bit dau & liéu 25mg x 1
lin/ngay & tré em tir 6-12 tudi va liéu 50mg x 1 1an/ngay & thi€u nién tir 13 dén 17 twdi. Bénh
nhan khong ddp ing & liéu khdi ddu 25 hodc S0mg/ngay c6 thé c6 hiéu qua khi ting liéu 1én
dén t6i da 200mg/ngay. Ddi vdi tré em bi r8i loan xung e cudng bic 4m Anh, cin so sdnh
thé trong v6i ngudi 16n d€ diéu chinh liéu ding, trénh dung qu4 liéu. Sertraline c¢6 thdi gian
bén thai 24 gid, khong nén diéu chinh thay ddi v& 1iéu dung & khoang cdch dudi 1 tudn.

B. Piéu tri duy tri/ ti€p tuc / mé rong:

1. Bénh trdm cdm: D4nh gid mot cdch hé thong vé sertraline da chitng minh hiéu qui chéng
trim cdm duy tri d€n 44 tuin sau 8 tuan diéu tri khdi dau & liéu diing 50 -200 mg/ngay (liéu
trung binh la 70mg/ngay). Khong biét 1a liéu dung d€ diéu tri duy tri c6 gidng nhw liéu ding
dé€ dat dudc ddp ng khdi dau hay khong. Bénh nhan nén dudc tai ddnh gid dinh ki dé xdc su
cin thiét cla viéc diéu tri duy tri.

2. Bi stress sau chdn thuong:
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Hiéu qua cila sertraline d6i véi stress sau chan thuong dugc duy tri dén 28 tuidn sau 24 tuin
diéu tri & liéu 50-200mg/ngay (liéu trung binh 1 70mg/ngay). Khong biét 1a lidu ding
sertraline d€ diéu tri duy tri c6 phai tdi ddnh gid dinh ki d€ x4c dinh su can thiét cda diéu tri
duy tri hay khoéng.

3. Chitng lo sg va réi loan xung lyc cudng bitc dm dnh

S ddnh gid mot cach hé thdng vé viéc ti€p tuc diing sertraline trong thdi gian 1én dén 28 tuan
cho bénh nhén bi chitng lo s¢ va rdi loan xung lyc cudng bifc 4m anh, nhitng ngudi da ddp ing
khi ding sertraline trong giai doan diéu tri khdi ddu tir 24 dén 52 tudn & liéu 50-200mg/ngay
da ching minh dudce ldi ich cia sy di€u tri duy tri nay. Nhung khong biét liu ding cia
sertraline d€ diéu tri duy tri ¢ gidng vdi liéu dung cin thiét d€ c6 dap wng khdi ddu hay
khong. Tuy nhién, nén tdi ddnh gid bénh nhin dinh ki d€ x4c dinh su cin thiét cda diéu tri duy
tri.

4. R6i loan tdm tinh tién man kinh

Hiéu qua cila sertraline khi st dung 14u dai trén 3 chu ki kinh nguyét, chua dudc ddnh gid mot
cdch hé thdng trong cdc thif nghiém c6 ki€ém soat. Tuy nhién, vi cdc phu nif thudng bdo cdo
ring cdc triéu ching trd nén xau hon theo tudi tac, cho dén hic bit ddu min kinh. Piéu dé hop
li d€ can nhic ding ti€p & cdc bénh nhin c6 ddp wng. C6 thé cin thiét dé diéu chinh liéu
ding, c¢6 thé bao gém nhitng thay déi gita cdc ché do liéu diing (nhwr 13 diing hang ngiy trong
sudt chu Ki kinh nguyét so v4i ding trong giai doan hoang thé ciia chu ki) d€ duy tri & liéu
dung thip nhat c6 hiéu qud, va nén tdi ddnh gid bénh nhan dinh ki d€ x4c dinh sy cdn thiét

ctia viéc tiép tuc diéu tri. W
5. Lo ldng vé xa hoi

Céc ddnh gid mot cdch hé thdng vé sertraline da ching minh ring hiéu qué trong chitng lo
ling vé x4 hdi dudc duy tri dén 24 tuan, sau 20 tuin diéu tri § liu 50-200mg/ngiy. Piéu
chinh liéu diing d€ duy tri & liéu diing thap nhat c6 hiéu qua va nén dudc dinh gid dinh ki dé
xdc dinh nhu ciu diéu tri kéo dai.

Chuyén déi tir thué'c itc ché MAO hoic ngudc lai:

Can t8i thiéu 14 ngdy ngung thudc khi chdm dit diéu tri bing thude ttc ché€ MAO va bt dau
diéu tri bing sertraline. Thém vao d6, cin t&i thi€u 14 ngay ngung thudc khi chim dift diéu trj
biing sertraline va bit ddu diéu tri bing thudc itc ché€ MAO.

Liéu diing cho bénh nhén suy gan:

Nén c4n thian khi st dung sertraline & bénh nhan bénh gan. Tdc dung ciia sertraline & cdc
bénh nhdn bi suy gan ning hay trung binh chua dugc nghién citu. Néu ding sertraline cho
bénh nhin suy gan, nén ding liéu thdp nhit hodc khodng céch giita cdc lidu kéo dai hon.

Liéu diing cho bénh nhén suy thin:

Sertraline dugdc chuyén héa rong ri, sy bai tiét thude & dang khong dSi qua nwde tiéu rat gidi
han. Dugc dong hoc va gén két protein ciia sertraline khong bi anh hudng bdi suy than. Khong
cin thiét diéu chinh liéu ding & bénh nhén suy thin. Vi trang thdi 6n dinh ciia dugc dong hoc
sertraline chwa dugc nghién citu ddy di 8 nhém bénh nhin nay, nén than trong khi diéu tri
cho bénh nhén suy thén.

Ngung diéu tri biing sertraline: Nén kiém soat cdc triéu ching nay khi ngung diéu tri.
Khuyén c4o néu ¢é thé duge thyc hién nén gidm liéu ddn dan, t6t hon 1a ngung dot ngdt. Néu
c¢6 céc triéu chitng khong dung nap sertraline sau khi gidm li€u hoic ngung diéu tri, ¢6 thé
can nhdc dirng lai liéu diing da ké don lic trude. Sau d6 thay thudc c6 thé tiép tuc gidm liéu,
nhung véi tdc dd cham hon.

CHONG CHI PINH:



Srtraline ¢6 chong chi dinh & cdc bénh nhén ting cdm vdi sertraline hogc bit cif thinh phdn t4
dudc nao cua thudc.

Chéng chi dinh s dung ddng thdi vdi cdc chat e ch€ MAO hoac pimozid

KHUYEN CAO VA THAN TRONG:

Cdc thudc tc ché men monoamine oxidase (IMAO):

Céc trrdng hop ¢6 phdn ing nghiém trong d61 khi din dén 1t vong di dudc bao cdo & céc
bénh nhin sit dung sertraline phéi hgp v6i IMAQ, bao gém cic thudc ifc ché chon loc men
monoamine oxidase, nhy selegiline va cdc thude e ch€ ¢é hdi phuc men monoamine oxidase
nhu moclobemide, Vai trudng hodp dirge md td vdi ede dic tinh tudng ¢ nhu hdi chitng ngd
d6c serotonin vdi cdc trién chitng bao gdm: ting than nhiét, cing do, rung giit ¢d, mit 8n dinh
hé than kinh thie vt kém theo bi€n ddi nhanh chéng cde ddu hidu quan trong cda st sdng,
cdc thay d6i vé trang thdi tim thin bao gdm 1% 13n, d& bi kich thich va qu4 kich ddng din t4i
hon mé. Do d6 sertraline khéng duge s dung phéi hgp cing véi IMAO hodce trong vong 14
ngay sau khi ngiing diéu tri véi cdc thude nay. Tudng w, phdi ditmg diéu trj vdi sertraline (6}

thiéu 14 ngay trude khi bit ddu diéu tri véi IMAO. g 4 7
. o N % ; p e
Cdc thubc gdy cuang hé serotonergic khdc:

Diing d6ng thdi sertraline vdi cdc thudc khdc, ma 1am ting cudng tic dung dan truyén thin
kinh trén hé serotonergic, nhir 13 tryptophan hay fenfluramine hoic cdc chit chd vin trén thu
thé€ 5-HT, nén dugc tién hanh cin thin va nén trdnh bit cf khi nio cé thé dude, do ¢é nguy cd
twong tdc vé duge 1y hoc.

Chuyén di gita cdc thudc dc ché chon loc sy thu hoi serotonin (SSRIs), cdc thudc chdng trém
cdm hodc cdc thuéc chéng dm dnh:

C6 rat it cdc nghién citu ¢6 ki€m chitng vé thdi gian t8i un cho viée chuyén ddi diéu tri 1ir céc
thudc tic ché chon loc st thu hodi serotonin (SSRIs), cdc thudc chong trdm cdm hodc cdc thude
chong dm 4anh khdc sang sertraline. Nén theo dbi va c6 cdc ddnh gid thin trong khi chuyén
ddi, dac biét 1a 1ir cdc thuéc c6 tic dung kéo dai nhu fluoxetine. Khodng thdi gian cdn thiét dé
lam sach thuéc ra khdi cd thé€ trude khi chuyén d6i tir mot thude e ché chon loc su thu hdi
serotonin (SSRIs) sang mot thudc khdc vin chira duge thiét 1ap.

Tang hung cam/ gidm hung cam:

Chitng gidm hung cdm ho#ic ting hung cdm xuit hién & khodng 0,4 % bé&nh nhin diéu tri bing
sertraline. Tang hung cdm/ gidm hung cdm cling dudgc bdo cdo & mdt ty 1& nho bénh nhidn bj
r8i loan tinh ¢dm nédng, dudc diéu tri bing cdc thuéc chdng trAim cdm va cdc thudc chdng dm
anh khdc trén thi trirdng.,

Con ding kinh:

Cdc con dong kinh 1a nguy cd tiém tang vdi viée st dung cic thudc chdng trdm cdm va cdc
thudc chéng dm dnh. Con dong kinh dugc bdo cdo & khodng 0,08% cdc bénh nhan diéu tri vdi
sertraline trong chudng trinh phét trién danh cho bénh nhin trAm cdm. Khéng ¢6 trudng hop
1&n con ddéng kinh nao duge bdo cdo § cdc bénh nhin duge diéu tri véi sertraline trong chudng
trinh phdt trién danh cho bénh nhan bi ching i loan hodng loan. C6 4 trong khodng 1800
bénh nhin (0,2%) st dung sertraline trong chudng trinh phdt trién danh cho bé&nh nhan bj réi
loan cudng bifc 4m anh (OCD) bi l&én cdn ddng kinh. Ba trong s6 cdc bénh nhan nay 13 thanh
nién, hai trong s6 ho bi chimg rdi loan con déng kinh va mdt ngudi ¢ tién s& gia dinh hi
chitng 161 loan con déng kinh, trong chitgng trinh d6 khdng ai trong s ho dang sit dung cdc
thudc chéng co gidt. ¢ tdl cd cdc trudng hop niay mdi lién hé gifta cdc cdn dong kinh va
sertraline 1a chua ré rang. Tuy nhién do sertraline chwa dudc danh gid 3 cdc bénh nhén bi
chitng r&i loan c¢on ddng kinh nén trdnh st dung né cho cdc bénh nhin bi bénh déng kinh



khong &n dinh, ddi vdi cdc bénh nhan d6ng kinh da dudc ki€m sodt nén dudc theo doi cdn
than. Nén ngitng st dung sertraline & bat ky bénh nhin nio cé phit trién con dong kinh.

Ty tiz:

Do kha ning bénh nhdn mudn tv tit g&n lién véi cdc bénh nhan trAm cdm va c6 thé tdn tai cho
dén khi ¢6 dudc sy thuyén gidm ddng k€, nén can gidm sdt chit ché cdc bénh nhén trong giai
doan khdi dau diéu tri.

Sit dung d bénh nhdn suy gan:

Trong cd thé, sertraline dudc chuyén hod phan 16n tai gan. Mét nghién citu vé dwde dong hoc
st dung da liéu & cdc d6i tugng bi x0 gan nhe va 6n dinh da cho thay thdi gian bén thai bi kéo
dai va dién tich dudi dudng cong (AUC) va ndng d6 dinh trong huyét twong (Cmax) bi ting
1én khodng gip 3 lan so v6i cdc d6i twgng binh thudng. Khong c6 sy khdc biét dang k€ vé sur
gin két protein huyét twong dugc quan sdt giita hai nhém. Nén khdi ddu thin trong khi s
dung sertraline & cdc bénh nhian bi bénh gan. Nén st dung liu thip hon hoic ting khodng
cdch giita cdc liéu & cdc bénh nhin bi suy gan. ]e /
St dung J cdc bénh nhdn suy thdn: 4[
Phén 1dn sertraline bi chuyén ho4 trong cd thé, chi mét lugng nhd & dang chwa bién ddi duge
thai trir qua nudc tiéu. Trong cic nghién ctfu & cdc bénh nhin ¢6 mic dé suy than ti¥ nhe dén
vira (d9 thanh théi creatinine 30-60ml/phiit) hodc tir vira t8i ndng (dd thanh thdi creatinine 10-
29ml/phiit), cdc thong s6 dude dong hoc khi st dung da liéu sertraline (dién tich dudi dudng
cong trong 24 gi - AUCq4 hodc ndng do dinh trong huyét tuong - Cpmax) khong khic biét
d4ng k€ so v4i nhém ching. Thai gian ban thai twong ty va khong cé su khdc biét vé mic do
gdn két véi protein huyét twong & tit cd cdc nhém nghién citu. Nghién citu nay chi ra ring, do
sertraline it dudc thai trif qua than, nén khong bit budc phdi diéu chinh liéu ding theo céc
mifc d§ suy thdn.

ANH HUONG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC :

C4c nghién cifu duge 1y hoc 1dm sang da chitng minh ring sertraline khong ¢6 4nh hudng trén
kha niang hoat d6ng tdm than. Tuy nhién, vi cdc thudc hudng thin néi chung cé thé lam suy
gidm kha ning lam viéc vé tri tué hay cd bdp cin thi€t cho nhitng cong viéc ¢ nguy cd tiém
4n cao nhu l4i xe hay van hanh mdy. Theo d6, bénh nhin nén dudc cinh bdo vé diéu nay.
SUDUNG CHO PHU NU CO THAI VA CHO CON BU:

Chua c6 cdc nghién citu day di va cé ki€m chiing & cdc phu nit mang thai. Do d6, khong
khuyén cdo ding cho phu nir mang thai.

Hién c6 rat it cdc dir liéu lién quan dén ndng dd cla sertraline trong sita. Cdc nghién ciu
riéng biét trén mot s3 it cdc ba me dang cho con b va nhitng dita con cla ho da cho thdy ring
néng dd cia sertraline & trong huyét twdng dita bé 1a khong déng ké hay khong thé phat hién
dudce, mic di ndng dd cda né trong sita 16n hon & trong huyét thanh ngudi me. Tuy nhién,
khong khuyén cdo st dung sertraline & cdc ba me dang cho con bu.

Céc phu nif ¢6 nguy cd ¢ thai nén sit dung mot phudng phdp tranh thai diy dud khi st dung
sertraline.

TUONG TAC THUOC:

Cdc thuéc ttc ché’ men monoamine oxidase (IMAO): xem trong cdc muc Chéng chi dinh, Chi y
dé phong va Thén trong lic diing.

Cdc thudc tic ché'thdn kinh trung uong va rugu:

Duing dong thdi sertraline 200mg/ngay khéng lam ting tdc dung clia rdu, carbamazepine,
haloperidol hodc phenytoin trén kh3 nang nhén thitc va hoat dong tdm than & cdc d6i twgng
tinh nguyén khoé manh, tuy nhién khéng khuyén cdo diing dong thdi sertraline va ruu.



Lithium:

Trong cdc nghién ciu c6 kiém ching bing gid dudc & cdc ngudi tinh nguyén binh thudng,
ding dong thdi sertraline vdi lithium khong lam thay d6i ddng ké dude dong hoc cia lithium,
nhung gdy ting ty 1& bénh nhédn bi run rdy so vdi nhém ding placebo, cho thiy ring c6 khai
ning c6 tuong tdc vé mat duge luc hoc giita hai thuéc nay. Nén c6 cdc bién phdp theo doi
thich hdp khi sit dung ddng thdi sertraline vdi cdc thudc nhu lithium, chat nay c6 thé cé tdc
dung thong qua co ché€ hoat hod hé serotonergic.

Phenytoin:

Mbt nghién citu ¢6 ki€m ching bing gid dude ¢ nhitng ngudi tinh nguyén binh thudng gdi y
ring s dung l4u dai sertraline 200 mg/ngady khéng giy \c ché mét cdch ¢ y nghia 1am sing
chuyén hod cda phenytoin. Tuy nhién, ngudi ta khuyén cdo nén theo dbi ndng do cia
phenytoin trong huyét tuong khi khdi diu diéu tri vdi sertraline va diéu chinh liéu cida
phenytoin cho phu hgp.

Sumatriptan: }L tl/
Hién c6 rét it cdc bdo cdo sau khi dua thudc ra thi trudng, mo tad cdc bénh nhin bi yéu, ting
phan xa, mat khd ning diéu phdi, Id 14n, lo ling va kich ddng sau khi sit dung sertraline va
sumatriptan. Cin c6 cdc bién phdp theo di bénh nhén thich hgp néu trén 1dm sang bit bude
phai diéu tri phdi hgp sertraline va sumatriptan.

Cdc thudc gdy cuong hé serotonergic:

Ding dong thdi sertraline véi cdc thudc giy ting cudng tic dung din truyén thin kinh trén hé
serotonergic, nhi 13 tryptophan hay fenfluramine hodc cdc chdt chii van trén thu thé 5-HT,
nén durge tién hanh cdn thdn va nén trinh bat cif khi nio c6 thé dude, do ¢6 nguy cd twong tic
vé dudc 1y hoc.

Cdc thudc cé gdn két vdi protein huyét tuong:

Do sertraline gdn két véi protein huyét twong nén cin ghi nhé c6 nguy cd tiém 4n cda su
twong tdc gita sertraline va cdc thudc gdn két vdi protein huyét tuong khdc. Tuy nhién, trong
3 nghién ctu chinh thic vé twong tdc véi ting thudc riéng ré diazepam, tolbutamide va
warfarin, sertraline dd dugc ching minh 12 khéng c6 dnh hudng déng k€ 1én su gin két véi
protein huyét twong clia cdc chat trén.

Warfarin:

Viéc ding déng thdi sertraline 200mg hang ngay vdi warfarin gy ting mét chit nhung c6 ¥
nghia thong ké vé thdi gian prothrombin, ¥ nghia 1dm sang cla tdc dung nay vin chua dudc
bi€t. Theo dé, thdi gian prothrombin nén dudc theo d&i cAn than khi bit ddu hay két thic diéu
tri vdi sertraline.

Cdc tuong tdc thudc khdc:

Cédc nghién citu twdng téc thudc chinh thitc dd duge ti€n hanh véi sertraline. Stt dung dong thdi
sertraline 200mg/ngay vdi diazepam hay tolbutamide gy bién ddi mot chiit nhung ¢6 ¥ nghia
thong ké vé vai théng s§ dugc dong hoc. Dung ddng thdi sertraline véi cimetidine gy giam
ddng k€ do thanh théi cla sertraline. Sertraline khong c6 anh hudng 1én khé ning e ché& thu
thé beta-adrenergic cla atenolol. Khong thiy cé twong tc giita sertraline liéu 200mg hang
ngay véi glibenclamide hay digoxin.

Cdc thudc duge chuyén hod bdi cytochrome P450 (CYP)2D6:

C6 mdt su khdc biét gilta cdc thudc chdng tram cdm vé mifc d6 i ché hoat tinh cla isozyme
CYP2D6. Y nghia 14m sang ciia si khdc biét nay phu thudc vao mitc do e ché va chi s& didu
tri cda cdc thudc duge ding phdi hgp. Nhin chung cdc thuSc c6 khi ning tc ch€ manh
isozyme CYP2D6 vdi chi s diéu tri thip (pham vi diéu tri hep) bao gdém cdc thudc chong



trdm cdm 3 vdng va cdc thudc chéng loan nhip nhém 1C nhi propafenone va flecainide. Cdc
nghién cifu vé twgng téc chinh thitc da cho thdy ding dai han liéu sertraline 50mg hang ngay
lam ting & mifc t8i thiu ndéng do cda desipramine (chit ddnh diu hoat tinh isozyme
CYP2D6) & trang thdi hang dinh trong huyét arong (trung binh tir 23-37%).

Cdc thude dugc chuyén hod bdi cdc enzyme CYP khdc (CYP3A3/4, CYP2C9, CYP2CI9,
CYPIAZ:

CYP3A3/4: C4c nghién cifu vé tuong tdc trén invivo di cho thiy ring ding ldu dai sertraline
liéu 200mg hang ngiy khong 1fc ch€ phdn 1ing hydroxy ho4 vi tri 6-B cila cortisol ndi sinh dudi
xtic tidc cia CYP3A3/4 hay su chuyén hod cda carbamazepine hoidc terfenadine. Ngoai ra
diing 1au dai sertraline 50mg hang ngay khéng c ché€ chuyén hod alprazolam dudi xic tdc
cia CYP3A3/4. K&t qua cia nhitng nghién ciiu ndy gdi ¥ ring sertraline khéng phai 1a mot
chat ttc ch€ CYP3A3/4 ¢6 ¥ nghia l[im sang.

CYP 2C9: 8t dung ldu dai sertraline 200mg hang ngay khoéng gdy anh hudng ¢6 ¥ nghia trén
lam sang ndng d6 cha tolbutamide, phenytoin va warfarin trong huyét tugng, gdi ¥ rénjg,
sertraline khong phai 1a mot chét fc ché ¢d y nghia Idm sang CYP2C9. Wl
CYP2C19: Ding lau dai sertraline 200mg hang ngay khéng Iim dnh hudng ¢ mitc db c¢é ¥
nghia 14m sang ndng d6 cia diazepam trong huyét (wong, gai ¥ ring sertraline khéng phii 14
mot chit itc ch€ CYP2C19 ¢6 ¥ nghia trén 14m sang,

CYP1A2: Cdc nghién cifu trén in vitro chi ra rdng sertraline ¢6 rdt it hofic khéng cé kha ning
tic ché CYP1A2.

TAC DUNG KHONG MONG MUON:

H@ thén kinh thyc vdr: Giin déng ti¥, cuong dau duong vat, khé mdm, nhidu méd hoi.

Toan thdn: Phin dng di ung, di dng, suy nhuge, mét mdi, sot v bimg mat.

Hé tim mach: Pau ngue, ting huyél 4p, ddnh tdng nguc, phit quanh hde mdt, ngit vi tim
nhanh.

Hé than kinh trung wong va ngoai vi: Hon mé, co giit, dau ddu, dau nita ddu, roi loan van
ddng (bao gém cdc triéu chitng ngoai thip nhir ting vAn ddng, ting trudng lue cd, nghién ring
hay ddng di bt thudng), di cdm, chéng mit va run rdy.

Cdc diu hiéu va triéu chifng cé lién quan dén hdi chitng ngd ddc serotonin ciing dude bao cdo
& vai trudng hop st dung ddng thdi véi cde thudc cudng hé serotonergic, bao gdm kich ddng,
1d 14n, todt md hoi, ia chdy, sét, ting huyét dp, co citng va nhip tim nhanh.

Hé néi tiét: Tdng 1ié1 sita, tdng prolactin huy€t va cudng gidp trang.

H¢ tiéu hod: di ngodi/phan 1dng, khé tiéu hod, dau bung, viém tuy, budn ndn, ndn.

H¢ tgo mdu: Thay d6i chic nang tiéu cin, chiy mdu bat thutng (nhu chdy mdu cam, xudt
huyét tidu hod, di tiéu ra mau).

Hé gan mdt: Cdc bénh gan ning (bao gém viém gan, vang da va suy gan) va ting khéng cé
triéu chifng transaminase huyét twong (SGOT va SGPT).

H¢ dinh duidng va chuyén hod: Ha natri huyét, ting cholesterol huyét weong.

Tam than: Kich déng, phan tng thdi qud, lo ling, cdc tridu tritng u uit, do gide, loan tAm thén,
chdn in, mAt ngd va ngd ga.

H¢ sinh sdn: R6i loan chifc ning sinh duc (chii y&€u iam chim xuilt tinh & nam), kinh nguyét
khéng déu.

H6 hdp: Co thit ph&€ quédn.

Da: rung 16ng t6c, phit mach va ban da (bao gém, hiém gdp cdc trudng hop viém da tréc vay
ning).

Hé tiét nidu: Phih mit, bi tidu.



Cdc triéu chiing khdc: Céc triéu chitng xuit hién khi ngitg diéu tri véi sertraline di dudc bdo
cdo bao gém kich dong, lo ling, ch6ng mit, dau ddu va di cdm.

QUA LIEU:

Duya trén nhitng di¥ liéu ¢6 sén cho thdy sertraline ¢6 pham vi an toan rong khi ding qué liu.
Céc trudng hgp diing qud licu khi ding sertraline don doc vdi lidu 1én t6i 13,5 g da dugc bédo
cdo. Cédc trudng hgp tif vong ciing dd duge bdo cdo lién quan dén viée sit dung qud liéu cita
sertraline, chi y&u 1a khi phdi hdp véi cdc thude khdc va/hodc véi rugu. Do dé bit ki trudng
hdp qua liéu nao déu phai duge diéu tri mot cdch tich cuc.

Cic triéu chitng ctia qué liéu bao gém cdc tdc dung phu qua trung gian serotonin nhu ngd g,
r6i loan tiéu hod (nhw budn nén va ndn) nhip tim nhanh, run riy, kich d6ng va chodng vdng, it
gdp hon la hén mé.

Khong c6 thudc gidi doc dic hiéu cho sertraline, nén thi€t lap va duy tri mét dudng thd dé
ddm bdo cung c4p dii oxy va trao ddi khi. Than hoat, mét chdt c6 thé phdi hop vdi thudc tdy,
c6 thé cho hiéu qud tuong duong hodc hiéu qud hon la viéc rita da day, diéu nay nén dudc
xem xét khi diéu tri qud li€u sertraline. Khong khuyén cdo st dung cdc bién phdp giy non.
Nén theo ddi cdc thong s6 quan trong clia sit sdng va tim song song vdi cdc bién phdp st 1y
triéu ching chung va cdc bién phdp hdi sic. Do thé tich phin bd rong clia sertraline trong cd
thé, nén c4c bién phdp nhu gdy ldi ti€u bit budc, thdm phan, truyén mau, thay mau déu khong,
th€ mang lai k&t qua. A’VI/(/V/
TIEU CHUAN CHAT LUGNG: Tiéu chusn cd sd

HAN DUNG:

24 thdng k& tif ngay san xuat.

S3'16 sdn xuat (B.No.), ngay sin xuat (Mfd.), han diing (Exp.): xin xem trén nhin bao bi.
BAO QUAN:

Bdo quédn G nhiét dd dudi 30°C, ndi khé rdo.

DANG BAO CHE VA QUI CACH PONG GOI:

Hop chita 2 vi x 14 vién nén bao phim.

Sdn xuit bdi:
IPCA LABORATORIES LTD.
Plot No. 255/1, Athal, Silvassa, Pin. 396 230, (D &NH), An bé.

Ngay xem xét lai to hudng dan sit dung: 22/11/2012
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