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NHAN HOP LEZOLINE

Hop 1 vi x 10 vién bao phim

Kich thuoc:

Dai: 95 mm
Rong: 14 mm
Cao: 48 mm

Lezgllne

Sertralin 50 mg

THANH PHAN:
M&i vién bao phim chifa Sertralin 50 mg

Each film coated tablet contains Sertraline 50 mg

CHI DINH, AEU LUQONG, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC
VE SAN PHAM: Xin doc tb hutng ddn si dung

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package insert.

BAD QUAN: D& noi kho rdo, trdnh dnh sdng, nhiét dd khong qué 30°C

STORAGE: Store at the temperature not more than 30°C

e ___\.__ Sl——

in & dry place, protect from light

KEEP OUT OF REACH OF CHILDREN.

DO NOT EXCEED RECOMMENDED DOSAGE.

READ CAREFULLY THE LEAFLET BEFORE USE.
= SPECIFICATION: USP 34 Reg. No.:

Manufactured by
GLOMED PHARMACELUTICAL COMPANY, Inc.
35 Tu Do Boulevard, VSIP,
Thuan An, Binh Duong
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GLOMED,
S

BE XA TAM TAY CUA TRE EM.

KHONG DUNG QUA LIEU CHI BINH.

BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
= TIEU CHUAN: USP 24 sm(
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Lezoline

Sertralin 50 mg

Hép 1 vi x 10 vién bao phim
Box of 1 blister of 10 film coated tablets
San xudt bai
CONG TY CO PHAN DUUC PHAM GLOMED _
35 Bai L) Tu Do, KCN Vigt Nam-Singapore,
Thudn An, Binh Dugng

56 16 SX / Batch No.:

NSX / Mfg. Date:

HD / Exp. Date:



NHAN HOP LEZOLINE

Hop 3 vi x 10 vién bao phim < k

.I‘f;’-

Kich thudc:

Dai: 95 mm
Rong: 20 mm
Cao: 48 mm

Lezoline

Sertralin 50 mg

THANH PHAN:
M&i vign bao phim chita Sertralin 50 mg

Each film coated tablet contains Sertraline 50 mg.

cHI BINH, LlEU LUGNG, CACH DUNG, CHONG CHI DINH VA CAC THONG TIN KHAC
VE SAN PHAM: Xin doc td hudng dn si dung

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package Insert.

BAO QUAN: B nai kho rdo, trdnh dnh sdng, nhidt d§ khong qué 30°C

STORAGE: Store at the temperature not more than 30°C,

in a dry place, protect from light.

S8 16 5X / Batch No.:

NSX / Mfg. Date:
HD / Exp. Date

e — x

KEEP OUT OF REACH OF CHILDREN. DO NOT EXCEED RECOMMENDED DOSAGE.
READ CAREFULLY THE LEAFLET BEFORE USE.
SPECIFICATION: USP 34 Reg. No.:

Manufactured by. GLOMED PHARMACEUTICAL COMPANY, Inc.
™| 35 Tu Do Boulevard, VSIP, Thuan An, Binh Duong

& Thudc ban theo don

ezoline

Sertralin 50 mg
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A Hop 3 vi x 10 vién bao phim
S Box of 3 blisters of 10film coated tablets

BE XA TAM TAY CUA TRE EM. KHGNG DUNG QUA LIEU CHI BINH.
BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
TIEU CHUAN: USP 34. SBK:

Sén xuit boi: CONG TY C8 PHAN DUUC PHAM GLOMED
35 Pai LO Ty Do, KCN Vigt Nam-Singapore, Thudn An, Binh Dudng.
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HUONG DAN SU DUNG THUOC
' LEZOLINE |

Sertralin
Vién bao phim

| 1- Thanh phén
| M@i vién bao phim chira:

Hoat chét; Sertralin 50 mg (dwdi dang sertralin hydroclorid).

Té duge: Calei hydrogen phosphat dihydrat, cellulose vi tinh thé, natri starch glycolat, hypromellose, magnesi stearat, Opadry white.
2- M ta sin phim

LEZOLINE duge bao ché dudi dang vién bao phim ding dé ubng chira sertralin hydroclorid. Sertralin, mdt dén xuét cia
naphthalenamin, 1a mt chét (rc ché chon loc sir thu héi serotonin (SSRI). Sertralin ¢6 tén héa hoc 1a (18,4S)-4-(3,4-Diclorophenyl)-

1,2,3 4-tetrahydro-1-naphthyl(methyl)amin hydroclorid. Cong thire c4u tao la:

i
HC”
cl = HCI
L

Cong thirc phén tir 1a C,,H,,C1,N,HCI va khéi lugng phén tir 1 342,7.
Diy la vién bao phim mau tring, dai, mt mit cé gach ngang, mdt mét c6 chir GLM. Mdi vién bao phim chira sertralin hydroclorid

| tuong mg vd&i 50 mg sertralin.

3- Durgee lue hoe va duge djng hoc
Duwgce lye hoc

Sertralin c6 tac dong trc ché manh va chon loc sy thu hdi senotonin (5-HT) & neuron thén kinh trung wong, do d6 lam giam ndng do 5-
HT & céc khe synap thin kinh, tir d6 duy tri tac dung & céc vj tri receptor sau synap va cai thi¢n chimg trim cam. Céc nghién ciru trén
ngudi & liéu 14m sang cho thdy sertralin trc ché syr thu hdi serotonin vao trong céc tidu clu & ngudi.
Duge djgng hoc
Sertralin dugc hép thu chgm qua dudng udng, ndng do dinh trong huyét tuong dat dugc trong khoang tir 4,5 dén 8,4 gitr sau khi udng.
Thube bj chuyén héa nhidu qua gan 14n déu. Con dudng chuyén hoa chu yéu 12 sy demethyl hoa thanh N-desmethylsertralin khong c6
thc dung, mdt qua trinh ¢6 lién quan dén hé thng enzym cytochrom P450; sau d6 tiép tyc chuyén héa va lién hop véi glucuronid.
Sertralin dugc phén bd khip cac md trong co thé va khoang 98% lién két véi protein huyét trong. Thude duge phén bd vao trong sira
me. Nira doi thai trir trong huyét twong cua sertralin 1a khoang 26 gio; ndng d6 & trang théi én dinh dat dugc sau khoang 1 tudn dung
céc liéu ubng déu dan. Sertralin duge bai tiét trong phin va nude tidu véi lugng biing nhau, chi yéu dudi dang chit chuyén hoa.
4- Chi djnh
LEZOLINE dugc chi dinh dé diéu tri céc trudmg hop sau:

- Bénh trim cam.

- Réi loan cudng birc am anh (OCD).

- Réi loan hoang loan ¢6 hay khdng c6 chimg hoang s¢ khoang rong. . /

- Bénh lo du x& hoi. \

- Réi loan stress sau chin thuong (PTSD).

Réi loan tién kinh nguyét.

| 5- Liu ding va cich ding

LIEU DUNG

| Bénh trim cim

- Ngudi l6n: Lidu khoi ddu 50 mg/ngay udng 1 1dn, sau mdi tudn c6 thé tang 50 mg. Lidu téi da: 200 mg/ngay.
- Bénh nhan suy gan: Cé thé cin giam lidu.

| Rbi loan cudng bire 4m dnh

- Ngudi [6n: Liéu khoi ddu 50 mg/ngay udng 1 1dn, sau mdi tudn c6 thé tang 50 mg. Lidu téi da: 200 mg/ngay.
- Tré em: 6-12 tudi: lidu khoi diu 25 mg/ngay ubng 1 1dn; 13-17 tudi: lidu khoi ddu 50 mg/ngay ubng 1 1in. C6 thé tang lidu véi
khoang céich it nhit 1 tudn dén liéu téi da 200 mg/ngdy. Néu c6 tinh trang ngui ga xay ra, nén ding thudc lic di ngu.
- Bénh nhan suy gan: C6 thé cin giam liéu.
Réi loan hodng loan c6 hay khong cé chirng hodng s khodng ring
- Nguoi lon: Liéu khoi ddu 25 mg/ngay, sau 1 tudn ting lidu dén 50 mg/ngay. Sau d6, mdi tuin c6 thé ting 50 mg. Lidu téi da: 200
mg/ngay.
- Bénh nhdn suy gan: Cé thé cin giam liéu.
Bénh lo du xa hji
- Nguoi lén: Lidu khoi déu 25 mg/ngay, sau 1 tuin ting lidu dén 50 mg/ngay. Sau d6, mdi tudn c6 thé ting 50 mg. Lidu ti da: 200
mg/ngay.
- Bénh nhan suy gan: C6 thé cin giam liéu.
Réi loan stress sau chdn thwong
- Nguoi Ién: Liéu khoi ddu 25 mg/ngdy, sau 1 tuln tang lidu dén 50 mg/ngay. Sau d6, mdi tudn c6 thé ting 50 mg. Lidu ti da: 200




o mg/ngay.
- Bénh nhan suy gan: C6 thé cin giam lidu.
Réi loan tién kinh nguyét
- Ngudi Ién: Lidu khoi diu 50 mg/ngay. C6 thé ding thuc trong subt chu ky kinh nguyét hogc chi trong giai doan tring rung. Lidu
¢6 thé ting dén 50 mg mdi chu ky néu cin. Téi da: 150 mg/ngdy trong trudmg hop ding lién tuc hogc 100 mg/ngdy néq chi ding
thudc trong giai doan trimg rung. Nhirg bénh nhén cén dung 100 mg/ngay trong giai doan trimg ryng ludn ludn nén bét dau voi
lidu 50 mg/ngay trong 3 ngay diu cua qué trinh diéu trj.
- Bénh nhdn suy gan: C6 thé cin giam liéu.
CACH DUNG
C6 thé ding thube ciing hodic khéng cing véi thirc an.
6- Chéng chi dinh
Tién sir qua min cam véi sertralin.
Khong duge sir dung ddng thai sertralin trén céc bénh nhan dang didu trj véi céc thube ire ché men monoamin oxidase (IMAO).
7- Luu ¥y va thin trong
Céc thube trc ché men monoamin oxidase (IMAO): Céc trudng hop ¢6 phén img nghiém trong, doi khi din dén tir vong, da dugc bio
céo & céic bénh nhén sir dyng sertralin phéi hop véi IMAO. Do d6 sertralin khdng duoc sir dung phoi hop cing véi IMAO hogc trong
vong 14 ngdy sau khi ngimg diéu tri véi céic thudc nay. Tuong tw, phai ngimg diéu trj véi sertralin t5i thiéu 14 ngdy trudc khi bat déu
diéu tri véi IMAO.
Céc thube gay cudmg hé serotonergic khac: Dung ddng thoi sertralin voi cdc thube khac 1am ting cudng téc dung dén truyén than kinh
trén hé serotonergic, nhu tryptophan hogc fenfluramin hofic thubc chii véin 5-HT, nén dugc tién hanh cin thin va nén tranh bét c khi

| ndo cé thé duge, do c6 nguy co twong tic vé dugc lyc.

Do ngudi bénh trdm cam, hay ¢6 ¥ twdng hay hanh vi tyr sét nhét 12 khi méi diing thube, vi vy cin gidm sat chit ché ngudi bénh va
khéi diu nén dung lidu thdp dé giam nguy co qua liéu.

Céic nghién ctru tién 1am sang khong théy sertralin gdy quen thube va hi chimg cai thudc sau khi ngimg dung. Tuy nhién, céc tri¢u
chirng ldm sang cho thdy hoi chimg cai thudc c6 thé xay ra sau vai ngay ngimg thudc. Dé tranh hoi chimg cai thudc nén giam dén lidu
ctia sertralin truée khi ngimg thude.

Sir dung cho bénh nhin suy gan: Sertralin dugc chuyén hoa phén 16n tai gan. Nén sir dung lidu thip hon hogc tang khoang céch giira
cdc liéu & cac bénh nhan suy gan.

Sir dung cho bénh nhén suy thin: Sertralin bi chuyén héa nhidu. Do thubc bai tiét qua thin v6i lugng nhé nén khong bit buge phai

| didu chinh liéu dung theo cac mirc dd suy than.
Sir dung trén phuy nir ¢6 thai: Chua co cdc nghién ciru diy du va c6 kiém soat ¢ cac phy nir mang thai. Vi céc nghién ciru vé hé sinh

san ¢ dong vét khong phai ludn ludn ding cho cac dap tmg ¢ ngudi, chi nén sir dyng sertralin cho phuy nir ¢6 thai khi nhimg lgi ich didu
trj ma n6é mang lai 16n hon nhirng rai ro cé thé co.

| Sir dung trén phu nir dang cho con bi: Sertralin dugc bai tiét trong sira me, nén than trong khi sing sertralin cho phy nir dang cho
| con bu.

Anh hutng ciia thudc 1én kha ning diéu khién tau xe va vin hanh may mée: Vi cic thudc huéng thin c6 thé lam suy giam kha
nang lam viéc v& trf tué hay co bap can thiét cho nhimg cong viéc c6 nguy co tiém 4n cao nhu lai xe hay van hanh may, do d6 bénh
nhan nén dugc canh béo vé diéu nay.

8- Twong téc cuia thube v6i cde thude khic va cic dang tuong tic khic

Céc thudc ke ché men monoamin oxidase (IMAO): xem trong cac myc Chéng chi dinh va Than trong. \[Z

| Cdc thude tic ché than kinh trung wong va rugu: Ding dong thoi sertralin 200 mg/ngay khong 1am tang tac dung cua rugu,

carbamazepin, haloperidol hodic phenytoin trén kha ning nhén thirc va hoat djng tim thin & cac dbi trong tinh nguyén khoe manh, tuy
nhién khong khuyén céo dung dong thdi sertralin va rugu.

Lithi: Dung ddng thoi sertralin vai lithi khong lam thay ddi dang ké duoc dong hoc cta lithi. Tuy nhién, nén ¢6 céc bién phap theo doi
thich hop khi sir dung ddng thoi sertralin véi céc thude c6 thé cb tac dung thong qua co ché hoat héa hé serotonergic nhu lithi.
Phenytoin: Sit dung 1au dai sertralin 200 mg/ngdy khong giy trc ché mot cach c6 ¥ nghia lam sang chuyén héa ciia phenytoin. Tuy
nhién, nén theo ddi ndng do ciia phenytoin trong huyét twong khi khoi ddu didu trj v6i sertralin va diéu chinh liéu cia phenytoin cho
phtt hop.

| Cdc thude gay cuwong hé serotonergic khdc: xem trong muc Than trong.

Warfarin: Viée ding ddng thoi sertralin 200 mg hang ngay vdi warfarin gy ting mdt chit nhung c6 y nghia thong ké vé thi gian
prothrombin, ¥ nghia lam sing cua tac dung nay viin chua duge biét. Theo d6, thoi gian prothrombin nén dugc theo ddi cén than khi
bat dau hay kg; thic didu trj vai sertralin.

Cde thude dwge chuyén héa boi hé enzym cytochrom P450 (CYP)2D6: Céc thube SSRI, bao gdm sertralin, va hau hét céc thudc chéng
tram cam 3 vbng trc ché tac dung sinh héa cua thude chuyén héa bdi h¢ enzym cytochrom P450 (CYP) 2D6 (debrisoquin hydroxylase),
va do viy ¢d thé lam tiing nbng do trong huyét twong ciia cac thube ding ddng thoi bj chuyén hoa bai P450 2D6.

Cdc twong tdc thuéc khdc: Sit dung ddng thoi sertralin 200 mg/ngdy voi diazepam hay tolbutamid gy bién déi mot chit nhung ¢6 ¥
ngha théng ké vé vai thong s dugc dong hoc. Diing ddng thoi sertralin vi cimetidin gy giam dang ké d6 thanh thai cua sertralin. Y
nghia 1m sang clia nhitng sy thay ddi nay vin chwa dugc biét. Sertralin khong c6 anh hudng 1én kha ning trc ché thy thé béta-
adrenergic cua atenolol. Khong thiy c6 twong tac giira sertralin liéu 200 mg hang ngay v6i glibenclamid hay digoxin.

9- T4c dung khong mong mudn

Téc dung khong mong fnuén da dugc béo cao dbi v6i cc thube SSRI bao gdm khd miéng va rdi loan tiéu héa nhu budn nén, ndn, kho
tiéu, tao bon va tiéu chdy. Chan an va syt cén c6 thé xay ra. Céc tic dung khong mong muédn trén thin kinh bao gdm lo 4u, bon chén,

| cang thing, va mét ngy, hogc ué oai va mét moéi; nhire dAu, run rdy, chéng mit, ddng kinh, 4o gidc, 1 14n, kich déng, tac dung ngoai

| thdp, hung cam, con hoang loan.

Téng prolactin trong méu va tang tiét sira da xay ra & nhitng bénh nhén ding thube SSRI.

 Céc thube SSRI dbi khi c6 lién quan dén céc réi loan chay méu nhu vét bim méu, ban xuft huyét va céc téc dung khac trén mau.




. i Théng bio cho béc si nhitng thc dung khéng mong muén giip phii khi sir dyng thudc.
10- Qus lidu v xir tri

nén va ndén), nhip tim nhanh, run réy, kich dong va chéng mit, it gép hon 1a hdn mé.

méau déu khong c6 hiéu qua.

| 11- Dang bao ché va déng gbi

Hop 1 vix 10 vién bao phim;

Hop 3 vi x 10 vién bao phim.

12- Biio quin: Béo quan noi kho rdo, tranh dnh sing, nhiét d khong qua 30°C. (1
| 13- Tiéu chudin chit lwgng: USP 34.

14- Han dung: 60 thang ké tir ngdy san xuat.

THUOC BAN THEO DON
\ PE XA TAM TAY CUA TRE EM
5 POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI
‘ San xuft boi: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: S6 35 Pai Lo Tu Do, KCN Viét Nam — Singapore, thj xa Thu@n An, tinh Binh Duong.
\ DT: 0650.3768823 Fax: 0650.3769095

' Trigu chimg: Céc tridu chimg cuia qud lidu bao gdm céc tac dung phy qua trung gian serotonin nhu ngu ga, rbi logn tidu hoa (nhu budn

Xie tri- Khong c6 thubc giai doc dac hiéu cho sertralin. Thiét 13p va duy tri mot dudng ther dé dam bao cung cdp di 6 xy va trao dbi khi
néu cAn. Than hoat c6 thé cho hiéu qua twong dwong hogc hi¢u qua hon 13 viéc rira da day, va nén dugc xem xét khi diéu trj qua liéu
sertralin. Khong khuyén céo sir dyng céc bién phap gdy non. Nén theo doi c4c thong sb quan trong ciia sy sdng va tim song song i
cac bién phap xr Iy tri¢u chimg chung va céc bi¢n phap h trg.. Céc bién phap nhu gdy lgi tiéu bét budc, tham phén, truyén méu, thay

g (4nam 2014
giam dbc

CUC TRUONG

YR e AV~

|2



