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Dé xa tim tay tré em
Boc ki hueong dan triece khi ding
Khong ding qua liéu chi dink

Thanh phan

M@ vién nén bao phim c6 chia :
Escitalopram Oxalate tieong dong
Escitalopram  10mg

Liéu lwgng - cich ding :

Theo sur chi din cia thdy thudc

Chi djnh, ching chi djnk, khuyén cdo,
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TORRENT PHARMACEUTICALS LTD
Indrad-382 721, Dist. Mehsana, INDIA

3 BLISTER STRIPS OF 10 TABLETS EACH

: VN-#HHHE-H

Visa No. (S6 PK)
| Batch No. (S8 16 $X) :

Composition:

Each film coated tablet contains :
Escitalopram Oxalate equivalent
Escitalopram  10mg

Dosage & Administration:

As directed by the Physician.
Indication, Contraindication,

Mfg. Date (Ngay SX) : dd/mm/yy
Exp. Date (Han diing) : dd/mm/yy
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FELIZ S 10

Escitalopram Oxalate Tablets 10mg

2 Lorenr

Manulactured by :

Precaution and Side effects:
“DO NOT EXCESS INDICATED DOSE" Please see the enclosed leaflet.
"KEEP OUT OF REACH OF CHILDREN"
*READ THE INSTRUCTIONS CAREFULLY Storage condltlon
BEFORE USING" Store below 300
I a “orrent
Manufactured by :

TORRENT PHARMACEUTICALS LTD.,
Indrad-382 721, Dist Mehsana, INDIA

TORRENT PHARMACEUTICALS LTD

IND#A

FELIZS 10
Escitalopram Oxalate Tablets 10mg
TORRENT PHARMACEUTICALS LTD

Manufactured by :
INDIA
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Rx FELIZ S 10 TABLET 4q/“ a‘q BSL

Vién nén bao phim Escitalopram 10 mg

CANH BAO PAC BIET:

Thuoc ban theo don

Poc ky hudng dan st dung trude khi diing.

N&u can thém thdng tin, xin héi ¥ kién bdc si.

Xin thong bdo cho bdc sT biél cdc lac dung ngoai y xdy ra trong qud trinh sir dung.,
Dé thudc xa Am tay tré em.

Khong dung thude da qud han st dung.

THANH PHAN:

Mbi vién nén bao phim c¢6 chifa: ;.
Hoat chdt: Escitalopram Oxalate wong dudng Escitalopram 10 mg //(éé
Ta duoc: Cellulose. Microcrystalline (PH 102), Croscarmellose Sodium. Colloidal Anhyvdrous

Silica (Colloidal Silicon dioxide). Povidone K-30. Talc. NMagnesiunm stearate. Hypromellose

2910 (6eps), Titanium dioxide (E171). Macrogol 400 (Poly ethylene glycol-400).

DUGC LUC HOC:

Cd ¢hé hoat dong chdng trdm cam cha Escitalopram duge coi fa co lién quan dén Kha nang

tdc dong 1én hé thin kinh trung wang do sif e ¢hd tdi hap thu cta serotonin (5-HT) hé thin

kinh trung vong. Escitalopram ¢o khi ndng gdy e ¢h¢ d&n tdi hap thu 3-HT vai 1y 1¢ 16n hon

it nhat 1a 100 an so vdi dong phan déi quang R. Escitalopram khéng ¢o hodc ¢o di lue thip

Ién scrotonergic (5-HT1-7) hodc cdc thu thé khic bao gom alpha-va beta-adrencraic,

dopamine (D-1-5), histamine (HI1-3), muscarinic (M-1-5) va benzodiazepine. Escitalopram

khong gin k&l hoidc ¢6 tinh di lye thap 1€n nhic¢u kénh ion bao gom Na*, K*, Cl" and Ca*".

DUCGC PONG HOC:

Duge ddng hoc clia Escitalopram ¢ 1i¢u don hay da ¢6 tinh tuyCn tinh vty 1¢ licu dang 10

30 mg/ngay. Sinh chuyén hoa ctia Escitalopram xdy ra chd y&u tai gan vai nlta dési trung binh

khodng 27 — 32 gids. Vi licu dang | [An/ngay, ndng dé huy&t wong hing dinh dat duge xap xi

rong khodng | win. O nong do hiing dinh, su tich [y cha escitalopram trong huy@&l widng

ngudhi tré khodng 2.2 — 2,5 lan nong do huy&l twong quan sdt duge sau khi ding lidu don.

Hap thu va phin bd

Vi Licu don Escitalopram (vién nén 20mg). Tmax trung binh Khoang 5 = 1.5 @i, Thic an

khong lam dnh hudng dén hdp thu Escitalopram. Sinh khi dung hodn toan ctia citalopram

khodng 80% vdi li¢u tiém truyén va ndng do phin bo clia citalopram khoing 12L/kg. Cic di

liéu v& Escitalopram van chua duge biét. Gin k€l clia Escitalopram vai huy@l wwong ngurdi

khoidng 56%.

Chuyé&n hoa va thdi urie

Escitalopram duding udng, thude duge thdi trir khéng déi dudi dang Escitalopram and S- 3!:

demethycitalopram  (S-DCT) khodang 8% va 10%. Toéng thanh thai Escitalopram 12 %
A4

600mL/phat, vai khodng 7% thanh thadi thin.

Escitalopram dude chuyén héa thanh S-DCT va S-didemethylcitalopram (S-DDCT). O ngusi,
Escitalopram dudi dang khong déi la hgp chit chii y&éu wrong huyél wong. O nong do hing
dinh, néng dd cha chit chuyén héa S-DCT biang khodng 1/3 Lscitalopram. CYP3IA4 4
CYP2C 1Y la cic isozyme chl yCu ¢6 lién quan dén N-demethy lation cta Escitalopram.
Nhom déi wrgng diac bigt



Tubi: AUC vi nita ddi cha Escitalopram ting khodng 50% ¢ ngudi gii, v Cmax khong,doi
vdi liéu dimg 10mg & ngudi gid. '
Gidir khong ¢d sy Khie bict AUC, Cmax va s da gida nam va nd 2idi vi vay Khdng can
chinh liéu & hai do1 wgng nay.

Suy than: O ngudi suy than (ir nhe dén vita, thanh thdi dudng uéng ciia citatlopram gidm
khodng 17% so v3i ngudsi ¢6 chite nding than binh thugng. Khong can phai chinh liéu & doi
wong nay. Khéng ¢6 théng tin vé duge dong hoe cia Escitalopram & ngudi suy thiin ning
(thanh thdi < 20mL/phii)

Suy gan: Thanh thdi duding uong cia Citalopram giim khoing 37% va mia dsi gip do6i o
bénh nhin suy gan so véi ngudi cé chite ning gan binh thudging vai licu ding 10mg.

CHI PINH:

Escitalopram dudge chi dinh diéu wri r6i loan trdim c¢dm hodc réi loan hodng loan ¢é hodc
kh\(:mg kem theo c]u’rng.:z s kh("zng glan.

LIEU LUGNG VA CACH DUNG:

Diéu tri khdi diiu

LiCu khdi diu cia Escitalopram la 10me/fan/ngay. Néu tang licu 1¢n 20me. thi nén thue hicn
sau 101 thiCu 1a | wian. Escitalopram duge uong | in duy nhil trong ngay vio budi sang hoic
161 cting hoac khong cling véi thive dn.

Trudng hop dic biét

O hau hél ngudi gia va bénh nhin suy gan thi liéu khéi ddu Sme/ngay wong 2 win dau ticn.
Licu ddp tng phu thude vao timg bénh nhin, ¢é thé ting licu [&n 10mg/ngay.

Khong can thi€t phdi chinh liéu ¢ bénh nhiin suy than tir nhe dén vita. Nén thin trong kh
dung Escitalopram cho bénh nhdn suy thin ning.

Liu duy tri

bdnh gid mang tinh hé thong ¢6 thé Lép e ding Escitalopram 10 hodc 20mg/ngay trong
khodng 36 té@n ¢ bénh nhén bi roi loan trdm cdm ¢o didp (g vdi thude trong sudt § twin dicu
tri ¢dp da cho thay 1gi ich cia viée dicu tri duy tri.

Rr loan hodng loan ¢o hodc khdng kém theo eiing so khong eian

Licu khdi dau la Smg cho wan didu i dau tién wude khi tang licu 1én 10 mg/ngay. Licu lang
(01 da la 20mg/ngay. thy vao ddp g cla Wng bénh nhin.

Chuyén sang dicu i vof cic chal e ché MAOL

Phdi ngung diing MAOI vt chit (e ¢hé Escitalopram it nhdt [y 14 nedy wrude khi hit diu
chuyCn sang diéu tri véi MAOL.

buting dung: duting udng

CHONG CHI BINH:

Chdng chi dinh diing két hdp ¢ bénh nhin dang ding MAOIs

Chong chi dinh duing k& hop & bénh nhan dang diing pimozide.

Qud min véi escitalopram hoic citalopram.

Khong dung escitalopram ¢ b&nh nhdn qud mén vdi cscitalopram hodic citalopram hoic bal
ctf thanh phiin nao cta thudc.

KHUYEN CAO VA THAN TRONG:

Thén trong

Thén trong chung

Kha nang twrdng tdc véi MAOIs.

Da ¢ bio cdo vE cic phin tng phy nghicm trong nhu ang than nhict. co cidng, chiing niiy
cd, bal on ur tri vdi cde dau hidu nhanh chéng bién mal, thay doi trang thai tinh thiin bao ¢om
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kich dong Gén dén mé sang va hon meé, doi khi ddn dén uf vong G henh nhin dang dicu i v
cac thute ge chd i hdp thu serotonin khi dimg k6t hop vdi cidc thude de chE MAOIL Cic
phin wng nay cing da duge bao cdo & ngudi hién dang ngung dicéu el SSRI va hidt dau dicu Le
vl MAOL ML sd truding hop cho thily biéu hién gan giéng nhu hon chitng thin kinh dc tnh,
Khéng st dung két hgp escitalopram vdi MAOIs hodc trong vong 14 ngay ngung dicu i vdi
MAOIL Tuong 1y nhu vay, phdai mal it nhil 14 ngiy sau khi ngamy ding cscitalopram dé bai
diau diéu tri vdi MAOILL

Thin trong

Gidm natri huyél

MU sO truting hop bi gidm natri buy&l hode STADH (hdi chime Lé hormone chong bal nicu
khéng thich hapy da dirge bao cdo ¢ lién quan dén citalopram. Cic bidu hién nay déu hién
mal khi nging ding escitalopram hoiic citalopram vi‘hoidc dicu tri ngit quiing & hiu hélt eidc
h&nh nhan.

[icly thich g cam/giam hune cim

[Cich thich hune camygiam hung cam dia duge bao cao & e [¢ nho benh nhan vadi cac anb
hudng rot Toan khi didu tri v&i cicdopram v cie thude duge hin weén the trudng ¢ dicu
bénh roi loan rdm cdm. Nén 517 dung thin trong escitalopram ¢ bénh nhin 6 co tién sit hung
cam.

Co gidt

Da ¢6 ddnh gid mang tinh hé théng v& Escitalopram wrén bénh nhin bi vdi loan co gidt. Cling
2idng nhy de thute khdc khi dicu tri réi loan fdm cam chu yéu, bénh nhin ¢o tién st edi loan
co gidl cin duge theo doi chilt ché khi dicu tri v escitalopram,

Tw ur

Kha ning ¢6 gang tr 1t 12 von ¢6 trong 161 loan rAm cdm nidug v ¢b th vin 16n @i ngay ci
khi bénh da thuyén gidm ding ké. Chn gidm sat chit ché nhitug bénh nhin ¢ nguy ¢ cao di
kem vai viée khdi dau didu .,

St dung ¢ benh nlidn bi 6m k&t hatp

Nén thin trong ¢ ngudi dang bi b&énh hode Ginh trang sic khoe ma oo the din dén lan thay
d6i chuyén haa hode aice ddp dng v& huyet dong Lo, Vin chua oo Binh gid mang tal he
thong cta excitalopram ¢ bénh nhin ¢é 1En s bt nhar mdw cd tm hode bénh tim Khang on
dinh,

(3 bénh nhin suy gan, thanh thai cua citalopram gidam vii ndne d6 huy¢l wong ing. Licu kKhdi
dau escitalopram 12 b&nh nhin suy gan la 10me/ngay.

Dung ditu tri k&1 hap edi citalopram,

Do escitalopram 14 hoat tinh déng phan cia citalopram, nén khong st dung kK&t hgp hat thuoc
niy.

TUGNG TAC THUGC:

Cac thude 1én he thin kinh tung weng: do dnh hudng cda escitalopram 1én hé thdn Kinh teung
wong, nén thin trong khi sit dung két hap véi cice thude khide tic déng 1én hé thin kinh tung
vang.

Con: Mic div citalopram khong ¢6 kha nang gdy dnh hudng dén nhin thite va kiém sodt anh
hudng clia con, nhung khéne nén srdung K¢t hdp escitalopram vdi ¢an,

Lithium: Lithitm Fon @ng hicu gud cta escitalopram 1En scrotoncrgic, nén thin trong khi kel
hop escitalopram v lithtam,

Sumtriphan: Hiém co bio cdo v& tang phin xi. sty nhuge v mdt phoi hop Khi st dung K

Np chal e ¢h i hdp thu scrotonin ¢6 chon loc (SSR1) vi sumatriphan. Néu dicu iy ké
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hap sumatriphan va SSRI thi ¢in theo don chat che bénh nhiin,

Keloconazole: Biéu tri k&L hap citalopram (40mg) va ketoconazole (200g) gdy giam Caun
vi AU cua ketoconazole xudng 21% vi 10%, khong dnh hudng ding k& dén dude dong hog
cla citalopram.

Uc ¢hé& CYP3A4 va 2C19: In vitro, cde nghién ciru chi ra riing CYP3A4 1A cde enzyme ¢hi
y&u liégn quan dén chuyén hda cia escitalopram. Tuy nhi¢n k&L hop escitalopram (20mg) vi
thudc e ¢h& CYP3IA4 ritonavir (600mg) khdng lam thay d6i ddng k& dude dong hoe cli
escilalopram. Do escilalopram duge chuy@n héa nhés hé enzyme. nén e aie chié diuy nhal aiia
mot loai enzyme khong lam gidm didng ké dén thanh thii escitalopram,

Thude dirde chuyén hoa nhit eylochrome P4502106: Udng kEL hdp escitalopram (20me/ngay
trong 21 ngay} cing vdi thude chéng ufim cam 3 vong desipramine (Licu don SUmg ), mat clil
nén cha CYP2DG6, cho k€l qui 18 Cmax vy AUC cia desipramine ling 40% vii 100% . Nén
thiin trong khi chi dinh k&1 hap Escilalopram v cic thude dude chuvén haa aha CYP2DA |
Mctoprolol: Udng k&th hdp 20mg escittbopram trang 21 neay va thuae chen kenl beta-
adrenergic Mctoprolol (liéu dan 100mg). k&t qua cho thiy Cotax vic AUC ¢ Metapralnl
ting 50% vi 82%. Nong dd huyC tuong cia Metoprolol ¢é lién quan dén van d& v& tim mach
¢ chon loc. Udng két hop escitalopram va metoprolol khong cho thily ¢é dah hidng lam
sing dang k& 16n huyél dp va nhip tim,

Long k&1 hop cilalopram véi triazolam, carbamzepine, warfarin, theophylline, digoxin vi
cimetidin khéng lim dnh hidng d&n dude ddng hoc cda citalopram hay bat k¥ thude nio,
PHU NU CO THAI VA CHO CON BU:

Sii dung o phu i co that

Chuwa ¢d cde nghién ctu diy di ¢6 kiém sodt uén ba me mung thaiy i vay chi dung
escitalopram & phu nif ¢6 thai khi dd ¢dn nhie gitta nguy cd vi lai ich dai véi bao thai,

Fhu nif cho con bii

Co hai bdo ¢do v& unh wang nuli I md, chdn dn. va gidm cin G tre nbo dang b me i
nhtfng ngurdi nay dang didu tn vdi citadopram: mot vuding hap dude bao cio Ja ed at binh
Lhuading kbt me ngung dimg citalopram. wuadng hop it hat chua co thang tne Chn phaa tinh
dén nguy ¢ vt lgi feh dat v od dang b me khi b me quyét dinh G&p e hode ngrng diony
escitalopram hay eseitalopram.

Tre nho

Tinh an toan va hidu qud cla escitalopram trén ué nhd vin chia due thiél 1ap.

ANH HUGNG BPEN KHA NANG LAT XE HOAC VAN HANH MAY MOC |

Do thu6e ¢ 1hé edy dau ddu, budn ndn, nhin md, Vi vay nén than wong khi Ll xe va vin
hiinh mdy moc.

TAC DUNG KHIONG MONG MUON:

Hau hél cde tde dung khéng mong mudn ¢6 lién quan d&n vice st dung escitalopram & bén
nhin (vdi Ly 1é khodng 5%) 1a mat ngll, di foan xudl tinh (chi yéu la xudl tinh chim), buon
nén, ting L& mo6 hoi, mét mdi v buodn ned. Cie phdn dng phuy Khdc (vdi (v & khodng 1% L
dinh rdng ngwe, ting huyél dp, riing minh, dau nta dio, ndn, ¢ ndéng, vicm da day. da
bung, di (fng, s61, dau ngue. ting cin, giam cin dao xueing, chudl rdl Wonyg cam glde them dn,
hon mé, vicm phé gudn, vicdm xoang, dau & hoo nada. abin mdts dao iy O wai, nhidy
duding & nicu, ..

QUA LIEU:

Kinh nghiém 3 ngudi.

C6 3 bido cdo vé qua lidu Escitalopram ¢6 1ién quan dén licu [én dén 600mg. C4 3 bénh nhin
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https://trungtamthuoc.com/

déu hinh phuc va khéng ¢o triéu chimg 1ién quan dén qud licu dd dude bio cdo.

X ly qud licu

Thiél 14p duy tri dudng 6ng (hd dé dam bdo lugng oxy thich hdp. Rita da day vi st dune than
hoat tinh ctng can phdi duge tinh dén. Nén quan sdt chit ché cdc ddu hidu vé nhip Lim ciing
vdi cdce tricu ching. Do thé tich phin bd clia escitalopram rdng nén cic thude loi ticu, loc
mdu va truyén khong ¢6 Idi. Khong ¢d thude dac tri khi qud licu escitalopram. Bé kicm soiit
qud lieu, can tinh d&n viée sir dung nhiéu loai thude khic. Bic s§ ¢in phii GEp ¢iin vai trung
1am ki€m sodt doc d€ bi€l thém théng tin dicu tri qud licu
TIEU CHUAN CHAT LUGNG:

Nha san xyﬁ'l .
BAO QUAN: %{(’&
Duidi 30°C. '
PE THUOC TRANIT XA TAM TAY CUA TRE.
HAN SU DUNG:

24 thang k€ 1 ngay sdn xuil

S6°16 san xudt (Baich No.); Ngay sdn xudl (Mlg. date); Han ding (Exp. date): Xin scm trén
nhan hop.

KHONG DUNG THUOC QUA HAN SU DUNG GHI TREN NHAN.

QUY CACH BONG GOIL:
Hdp chita 3 vix 10 vién

San xuat bai:
3

TORRENT PHARMACEUTICALS LTD.
Indrad, Tal: Kadi, City: Tndrad-382 721 Dist. Mchsana. India

Ngay xem lai hudng ddn si dung: 15/08/201 3.

PHO CUC TRUONG

Nyayin Vi Ghank



