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ay|\chi diing theo don thuée

Lydotine 10 mg film coated tablets

am tay tré em
Poc k¥ hiréng dan siv dung trirde khi dung

THANH PHAN CONG THUC THUOC:

MBbi vién nén bao phim chia:

Thanh phan dieoe chdt: Ebastine 10 mg

Thanh phan td dwoe: Lactose hydrous (lactose monohydrate), microcrystalline cellulose,
pregelatinised  starch, povidone 30, polysorbate 80, magnesium stearate, methyl
hydroxypropyl cellulose (hypromellose), titanium dioxide (CT = 77891, E=171), triacetin
(glycerol triacetate)

DANG BAO CHE: '
Vién nén bao phim mau trang, 161 hai mat.

CHI DINH: .
Ebastine dugc chi dinh d¢ diéu trj tri¢u chimg viém mili di ing (theo mua va quanh niam), ndi
may day.

CACH DUNG VA LIEU DUNG:

Liéu dung:

Ngudi 16m va tré em trén 12 tudi

Liéu théng thudmg 12 10 mg ebastine x 1 lan/ngdy, mét s& bénh nhan coé thé cin lidu 20 mg x |
lAn/ngay.

Bénh nhén cao tudi

Khéng cin diéu chinh liéu.

Suy thén

Khong cin diéu chinh lidu.

Suy gan

Khéng cén diéu chinh 1iéu & bénh nhén suy gan nhe hojc trung binh, (b nhiimg bénh nhan bj suy gan
ning, liéu khéng dugc vugt qua 10 mg / ngay.

Céch dung:
Thube duoc dung dudng uéng

C6 thé duoc ubng ciing hoiic khéng cling thirc an.

CHONG CHI PINH: ‘ '
Qué min cdm véi ebastine hosic bit ky thanh phan nao ciia thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Str dung than trong & nhimg bénh nhin da dugc biét 1a ¢6 nguy co bénh tim nhu kéo dai QT,
ha kali mau hoic diéu tri d(mg thoi voi cac thube lam ting khoang QT hodc trc ché enzyme
CYP3A4 nhu thuée khang ndm azole va khang sinh macrolide.

Ebastine dat dwoc hiéu qua didu tri trong khoang 1 dén 3 givr sau khi dung, do d6 khong nén
sir dung trong trudng hop di tmg cAp tinh.

O nhitng bénh nhan bi suy gan niing, lidu hang ngay khéng duoce vuot qua 10 mg.
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BoC, nay

Ga lactose. Bénh nhén cé vén dé di truyén hiém gip vé khéng dung nap
{/Lapp lactase hodc cac van de kém hap thu glucose-galactose khéng nén diing

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu nif c6 thai

Sur an toan ciia ebastine khi sir dyng trong thai ky khong duoc thiét lap. )

Céc nghién ciru trén dong vét khang chi ra tc déng c6 hai tryc tiép hoic gian tiép dén su phat trién
ctia thai nhi hodc phéi thai, qué trinh mang thai hoic sy phat trién trudc va sau sinh. Téc dyng gay
quai thai ¢ dong vat khong dugc xac dinh. Tuy nhién, khéng c6 nghién ciru c¢6 kiém soét & phu nir
mang thai. ) )

Do d6, ebastine chi nén dugc st dung trong khi mang thai néu thyc sy cin thiét.

Phu nit cho con b

Khéng biét liéu ebastine c6 bai tiét qua sira me hay khéng, vi vy khéng nén sit dung thudc trong thoi
ky cho con b,

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Nghién ciru vé chiic ning tim thin vén dong da dugc tién hanh rong rai & ngudi, khng quan sét thiy
bét ky anh lurdng nao ¢ liéu didu tri duge d8 nghi.

Tuy nhién, tic dung khéng mong mudn nhur dau ddu, budn ngl ¢6 thé xay ra véi tAn xuat hay gap khi
sir dung thudc. Do d6, cin thin trong khi 14i xe va van hanh may moéc.

TUOGNG TAC THUOC:

Su tuong tac cua ebastine khi ding ddng thdi véi ketoconazole hodic erythromycin (13 nhimg thude
tang khoang QTc) da dugc nghién ctru. Ca tuong téc duge déng hoc va dugc lye hoc di duoc quan sat,
dén dén sy gia ting ndng do ebastine trong huyét twong, mic di khoang QTc chi tang cao hon khoang
10 ms so voi khi ding mét minh ketoconazole hogc erythromycin. Do d6, nén than trong khi sir dung
ddng thoi ebastine vdi ketoconazole va erythromycin.

Tuwong tac duge déng hoc d2 duge quan sat thiy khi ding ddng thdi ebastine va Rifampicin. Tuong tac
ndy c6 thé lam gidm néng do ciia chastine trong huyét tuong, do dé lam gidm tic dung khdng
histamine ctia thudc.

Khi sir dung ebastine cing véi thirc an, ca ndng d¢ trong huyét tuong va dién tich duéi dudng cong
cia chét chuyén hoa chinh cia ebastine déu ting 1,5 dén 2 lan. Su gia tang nay khong lam thay doi
ndng dé dinh tron g huyét trong. Sir dung ebastine cting véi thirc &n khong 1am thay dbi hiéu qua lam
sang cua thuéc.'

Ebastine cé thé anh hudng dén két qua xét nghiém di (ng da, vi vy khéng nén thuc hién cdc xét
nghiém ndy cho dén 5 - 7 ngay sau khi ngimg diéu tri.

Ebastine ¢6 thé 1am ting téc dung cta cc thude khang histamine khéc.

TUONG KY: ' )
Do khéng c6 cac nghién ctu vé tinh twong ky cua thuoc, khong trén 13n thube ndy véi céc
thudc khéc.

TAC DUNG KHONG MONG MUON:

Ebastine véi 1idu 10 va 20 mg / ngdy da duge dénh gia & hon 3.000 bénh nhan trong céc thir nghiém
l4m sang.

Céc téc dung khong mong mubn dugc bo cédo & bénh nhén trén 12 tudi nhu sau:

Hay gap (>1 / 100 dén <1/10): Pau dau, budn ngp, khé miéng, viém hong, viém miii va suy nhugc.

It g&p (=1 /1000 dén <1/100): Dau byng, khé tiéu, chay méu cam, viém xoang, budn nén vi mit ngl,
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ACH XU TRi:
clru v6i ligu cao, khong c6 diu hiéu hojc tridu chirng cé y nghia lam sang
at 6‘ lléu tdi IOO mg X I Ianfngay Khong co thudc glal dpc ddc h1¢l.1 cho

PAC TINH DUQC LUC HOC:

Nhém duge I¥: Thube khéng histamine. Thude dbi khang chon loc thu thé histamine HI.

Ma ATC: RO6A X22.

Co ché tac dung

Ebastine (rc ché nhanh chéng va kéo dai cac tac dung do histamine gdy ra, cd ai luc manh khi lién két
vl cac thu thé H1.

Sau khi uéng, ca ebastine va chit chuyén héa cuia né déu khéng qua hang rao mau ndo. Dac diém ndy
phtt hop véi tac dung an than thép quan s4t duoc trong cic nghién cliu vé tac dung ctia ebastine dbi véi
hé thén kinh trung uong.

Dir liéu in vitro va in vivo cho lhay ebastine 1 mét chat dbi khang manh, cé tic dung dai va c6 tinh
chon loc cao d6i v6i céc thy thé histamine H1, khéng cé téc dung khéng mong mudn déi véi hé thong
thén kinh trung uong va tic dung khang cho]merglc

Téc dung dwge ly

Cac nghién ciru ve may day gay ra boi histamine da ching minh tic dung chong di (mg c6 y nghia 1am
sang, tac dung bat dau 1 gio va kéo dai hon 48 giv. Sau khi ngimg diéu trj ba.ng ebastine trong 5 ngay,
tac dung khang histamine van con rd rét trong hon 72 gior. Tac dung ciia thube tuong g véi ndng do
trong huyét tuong cua chét chuyén héa acid ¢6 huat tinh carebastine.

Sau khi ding lléu 1ap lai, sy Grc ché cac thu thé ngoai vi van duy tri & m{c khong d6i, ma khong gdy
nhon thube. Két qua nghién ctru cho thiy ebastine véi lidu 10 mg x 1 lanfngay gay (rc ché nhanh,
manh va kéo dai cdc thy thé histamine H1 ngoai bién. Véi lidu 20 mg x | ldn/ngay ebastine c6 tac
dung trong 24 git vuot trdi so vdi céc thubc khang histamine khéc.

Téc dung an than dugc nghxen clu bang cac xét nghiém dién néo d6 vé chtre niing nhén thiic, phéi hop
thi gidc-van dong. O liéu khuyén céo, khéng thiy tac dung an than gia ting d4ng ké. Két qua nay phu
hop v6i két qua thu duge trong cac thit nghiém 14m sang mi d6i: ty 18 c6 tac dung an than I tuong
duong gifra gia dugc va ebastine.

Céc tdc dung trén tim cua cbastine da dugc nghién cfru trong cac thir nghiém ldm sang. Khéng c6 tac
dung trén tim déng ké & lidu t6i 100 mg méi ngay (gép mudi 1an liéu khuyén c4o hang ngay).

PAC TINH DUQC DONG HOC:

Sau kh1 ubng, ebastine dugc hip thu nhanh chéng, thudc chuyén héa qua gan dang ké tao thanh chit

chuyén hoa acid c6 hoat unh carebastine.

Sau mét liéu don 10 mg, nong d6 chit chuyén hda trong huyét tucng dat duoc trong khoang tir 2,6 dén

4 gitr va dal gia tri tir 80 dén 100 ng/ rnL Thoi gian béan hiy cia chit chuyen héa acid la tir 15 dén 19

gid, 66% thube duoe bai tiét qua nude tidu, chi _yéu dudi dang céc chét chuyen héa lién hcrp Sau khi

ding lidu lap lai 10 mg x 1 Iﬁnfngﬁy, trang thai 6n dinh dat duoc trong 3 dén 5 ngay véi ndng d¢ dinh

trong huyét tuong tir 130 dén 160 ng /mL.

Ndng 46 dmh cta ebastine trong huyét twong sau mdt lidu udng 20 mg dat duoc trong khoang 1 dén 3

giér sau khi udng va dat gid tri trung binh 12 2,8 ng / mL, trong khi néng d trung binh ciia chat chuyén

héa carebastine trong huyét twong 1a 157 ng / mL.

Khéng c6 hién tugng bﬁo hoa trong hip thy, phan b6 va thai trtr Dién tich dudi duémng cong tuyén tinh

dong hoc & khoang 1idu 10 va 40 mg ebastine, thoi gian dat ncmg dd dinh khéng phy thude vao lidu

dung.

Nghién cttu in vitro & microsome gan ngudi cho thiy ebastine duoc chuyén héa thanh carebastine nhir

enzyme CYP3A4. St dung dong thai chastine véi ketoconazole hodc erythromyein (14 cdc thude tre
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f3a\biét 1a voi ketoconazole.

A 1gu'Eri tinh nguyén khoe manh gay ting ding ké ndng d6 ebastine va carebastine trong

A
garcbastine déu lién két voi protein cao, 2 95%.

. _ dugc ddng hoc & ngudi cao tudi so véi ngudi tré tudi khdng c6 ¥ nghia théng ké.

: ./ tine va carebastine trong huyét tuong trong ngay dau tién va ngay thir ndm trong céc
vé suy than nhe, trung binh hoic niing (liéu hing ngy 20 mg) va suy gan nhe, vira (ca hai
lidu 20 mg / ngay) hodc suy gan ning (10 mg / ngay) tucm% tu nhu & nhung nguoi tinh nguyén khoe
manh, cho thiy duoc déng hoc ciia chastine va chét chuyén héa ctia né khéng thay déi ding ké &
nhiing bénh nhin bi suy gan hodc thin & mic do khac nhau.

QUY CACH PONG GOI:
Hop 2 vi x 10 vién

PIEU KIEN BAO QUAN:
Béo quan & nhiét do khong qua 30°C

HAN DUNG: ,
36 thang ké tir ngay san xuat

TIEU CHUAN CHAT LUQNG:
TCCs

CO SO SAN XUAT:
Laboratorios Alter, S.A
Dia chi: Mateo Inurria, 30, 28036 Madrid, Esparia/Tay Ban Nha




