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R, Thuéc ké da Huwong din sir dung

(Ebastine 10mg/ vién)

e Thudc nay chi dimg theo don ciia bdc 7.

e Doc kj hudng dan sic dung trude khi dimg. Néu can thém théng tin, xin hoi y
kién bdc st hodc duoc s,

e Théng bdo cho bdc st nhiing tdc dung khéng mong mudn gdp phdi khi sir dung
thuéc.

o Dé thudc xa tam tay tré em.

THANH PHAN

MBbi vién nén phan tan trong miéng chira

Hoat chit: Ebastine 10mg

Ta dwge: Lactose monohydrate, Microcrystalline cellulose PH-101, Croscarmellose
sodium, Aspartame, Magnesium stearate, Silica colloidal anhydrous, Mint Flavour.

MO TA
Dang bao ché: Vién nén phan tan trong miéng
Hinh thire: Vién thudc mau trang, hinh tron ¢é duong kinh 6.5 mm.

CHI PINH

Ebasvitae 10mg orodisperable tablets dugc chi dinh dé diéu tri triéu chung:
- Viém miii di ing theo mua va dai ding.

- Mé day.

LIEU LUQNG VA CACH DUNG
Puwong dung: Pudng ubng
Liéu dung:
- Nguoi l6n va tré em trén 12 tuoi:
Viém mii di ung theo mua va dai ding: 10 — 20 mg/l 1dn/ ngdy ubng trong
hoac sau bita an.
Mé day: 10 mg/1 lan/ngay udng trong hoic sau bita an.
- Tré em dudi 12 tudi:
Khong duoc khuyén céo cho tré em duéi 12 tudi & dang bao ché nay.
- Bénh nhdn cao tuéi:
Khong can diéu chinh liéu.
- Bénh nhdn suy than:
Khong can diéu chinh liéu & bénh nhan suy than nhe, trung binh hoic ning.
- Bénh nhdn suy gan:



https://trungtamthuoc.com/

co nghlen ciru lim sang da duoc phat trién vai liu cao hon 10 mg ebastin.

Cach dung:

Thude c6 thé udng ciing hoic khong cing thirc dn. C6 thé hodc khong can ubng cing
nuée hoidc chat 1ong khac.

Vién nén phén tan trong miéng Ebasvitae duoc dit trén ludi, thude duge phan tan ngay
lap ttrc.

Ngay trude khi sir dung, phai boc vi thude can than bang tay kho va khong dugc nghién
vién thude. Thube phai duge udng ngay khi vi da duge mo.

CHONG CHI PINH

Ngudi man cam véi hoat chét hodic voi bit ky t4 dugc nao khac.
Tré em dudi 12 tudi.

Nguoi ¢6 acid phenylpyrunic niéu.

TAC DUNG KHONG MONG MUON

Gidng nhu tit ca cac loai thudc khac, thude nay c6 thé giy ra tic dung khong mong
mudn, mic du khong xay ra vOi moi nguoi.

Cac tac dung khong mong mubn duoc bio cao khi sir dung ebastine trong cac thir nghiém
lam sang (bao gomreac tac dung ké trén) va sau khi luu hanh dugc béo cdo-dudi ddy. Tan
sudt dugc thé hién bing cic quy udc: Rat thuong gip (ADR >1/10), thuong gip
(1/100 < ADR < 1/10), it gdp (1/1000 <ADR < 1/100), hiém gdap (1/10000 < ADR <
1/1000), rt hiém gap (ADR < 1/10000).

Rat thuong gap (ADR 21/10):
« R6i loan hé than kinh: Dau dau

Thuong gap (1/100 <ADR < 1/10):
- ROi loan hé than kinh: Budn nga
- Roi loan tiéu hoa: Kho miéng

Hiém gdp (1/10000 <ADR < 1/1000)
Phan (g qua man (nhu so¢ phan vé va phu mach);

- Réiloan tim than: cing thing, mat ngu;

- R&i loan hé than kinh: chéng mat, gidm cam gidc cham hodc nhay cam, giam hodc
bat thudng vi giac;

- Réi loan tim mach: danh tréng nguc, nhip tim nhanh;

- R&i loan tiéu héa: dau bung, ndn, budn ndn, khoé tidu, cac van dé vé tiéu hoa;

- ROi loan gan mat: van dé vé gan, xét nghiém chic ning gan bit thuong
(transaminase, gamma-GT, phosphatase ting kiém va bilirubin);
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. phat ban, viém da;
Réi loan > thong sinh sén va chirc ndng vi: rdi loan kinh nguyét;
- Réi loan chung: phil né, mét moi.
Rdt hiém gdp (ADR < 1/10000)
- Céc biéu hién di ing nghiém trong.

Hay théng bdo voi bac st vé nhitng tdc dung khong mong muén gdp phdi, ké cdc nhiing
triéu chirng khong duoc dé cdp o trén.

TUONG TAC THUOC

Tuong tac dugc dong hoc da dugc quan sat thiy khi ebastin uong cung voi
ketoconazole hoic itraconazole va erythromycin. Cac tuong tac nay dan dén su gia ting
ndng do ebastin trong huyét ‘tuong va lam carebastin dat ndng do thip hon, tuy nhién,
khong lién quan dén bit ky két qua duoc luc hoc ¢6 y nghia ldm sang nao.

Tuong tac dugc dong hoc da dugc quan sat thay khi dung ebastin v6i rifampicin.
Tuong tic niay ¢ thé lam gidm nong do trong huyét twong va giam tac dung khang
histamin.

Khong ¢6 tuong tic nao dugc bao cdo gilta ebastin va theophyllin, warfarin,
cimetidin, diazepam hodc ruqu.

Khi dung ebastin v6i thire dn, ting ndng do trong huyét trong 1a 1,5 dén 2,0 1an va
AUE cua chit chuyén hoa axit chinh con hoat tinh cta ebastine. Sy gia tang nay khong
lam thay d6i Tmax. Viéc dung ebastine véi thic dn khong géy ra thay d6i nao trong hiéu
qua lam sang cua no.

Ebastin ¢6 thé anh hudng dén két qua xét nghiém di ing da, vi vay khong nén thuc
hi¢n chiing sau 5-7 ngay khi ngimg diéu tri.

Ebastin c6 thé ting cuong hidu qua cla cac thudc khang histamin khéc.

CANH BAO VA THAN TRQNG

Ciing nhu cac thude khang histamin khac, can than trong khi sir dung ebastin & _nhiing
bénh nhin ¢6 nguy co mac bénh tim nhu hoi chimg QT dai, ha kali mau, diéu trj biang bat
k¥ loai thude nao co tac dung ting thoi gian QT hodc tre ché céc hé enzyme CYP3A4 nhu
thuc khang nam azole va khang sinh nhém macrolid.

Than trong khi dung cung thudc diéu tri lao. Tuong tac duge dong hoc co thé xuit hién
khi ebastin dugc ding ddng thoi véi rifampicin, ¢6 thé ha ndng d9 ebastine trong méu va
giam tac dung khang histamin.

Ebastin dat hiéu qua diéu tri khoéang gita 1 va 3 gi sau khi udng, khong nén sir dung
trong cac truong hop di ung cap tinh mang tinh cép curu.

Ebastin nén dugc st dung thén trong ¢ nhimng bénh nhan suy gan ning.

Thubc Ebasvitae cé chira aspartame, né 1a mot ngudn phenylalanin, c6 thé gay hai cho
nhiing nguoi bi phenylketone niéu.
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cd cac vin c~:&£,:* m gap khong dung nap galactose, thiéu lactase Lapp hoac kém
hap thu glucose-galactose.

ANH HUONG CUA THUOC POI VOI PHU NU CO THAI VA CHO CON BU:
- Phu nit mang thai

C6 rat it dir liéu tir viéc sir dung ebastine & phu nit mang thai. Cac nghién ctru trén dong
vat khong chi ra cac tac dong c6 hai truc tiép hodc gian tiép ddi voi doc tinh sinh san.
Nhu mot bién phap phong ngira, tot nhét 1a tranh str dung ebastine trong thai ky.

- Phu nir cho con bu
Chua biét liéu cac hoat chat c6 dugc bai tiét trong sita me. Do lién két protein cao (>
97%) clia ebastine va chat chuyén hoa chinh, carebastin, c6 thé khong bai tiét vao sira
me. Nhur mot bién phép phong ngira, tot nhat 1a tranh sir dung ebastine trong thoi ky
cho con bu.

ANH HUONG CUA THUOC POI VOI KHA NANG LAI XE, VAN HANH MAY
MOC
O ngudi, chirc ning tim than di duoc nghién ciru rong rdi va khong thiy anh huong.
Ebastine ¢ liéu diéu tri khuyén cao khong anh huéng dén kha ning 14i xe hodc van
hanh may méc.

s Tuy nhién, & nhitng ngudi nhay cam c6 phan (mg bat thuong vdi ebastine, nén biét cac
phan tng trude khi 1ai xe hodc thuc hién cac hoat dong doi hoi sy chi y dac biét nhu
budn ngl hoic chong mit c6 thé xay ra.

QUA LIEU VA CACH XU TRi

Trong céc nghién ctru dugc tién hanh & lidu cao, khong c¢6 dau hiéu hoic triéu chimg ¢6 y
nghia 1am sang nao dwgc quan sat 1én dén 100 mg mdi ngay mot 1an. Khong cé thude giai
ddc dic hiéu cho ebastine.

Rira da day, theo ddi cac chirc ning quan trong bao gdm ECG va diéu trj triéu chimg can
duoc thuc hién.

DUQC LUC HQC

Nhém dwge Iy: Thude khang Histamin khac tic dung toan than

Ma ATC: R0O6AX22

Céc nghién ctru vé da may day do histamin da cho thiy tac dung khang histamin c6 ¥
nghia thong ké va 1dm sang bat dau tir 1 gid va kéo dai hon 48 gid. Sau khi ngimg ding
thudc diéu tri 5 ngay véi ebastine, hoat tinh khang histamin con lai o trong hon 72 gio.
Hoat tinh nay tuong duong v6i nong do trong huyét tuong cta chit chuyén héa chinh
dang axit, carebastin.

Sau khi str dung lap lai, su trc ché ctia cac thu thé ngoai bién van & muc khong ddi, ngoai
su mién dich nhanh.
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oA rang ebastine & lidu it nhat 10 mg tao ra su rc ché nhanh,
2H - %¢thu thé histamin H ngoai bién, phu hop v6i cach dung mot lan
moi ngay. Mot 1i¢u hang ngay 20 mg ebastine cho thay mot hoat dong cao hon so v6i cac
thudc khang histamin khac trong 24 gio.

Trong mat thir nghlem lidu duy nhét, cong thirc dong khd ubng dugc dung nap tot nhu
dugc chirng minh bang cac xét nghiém tiéu chuin an toan trong phong thi nghiém, kham
sttc khoe, cac ddu hiéu quan trong va ECG. Ebastine dang uong dong kho da duoc tim
thdy 14 tuong duong sinh hoc dé xdy dung vién nén bao _phim cua ebastine. Do d6, hi¢u
qua cta dang udong dong kho cua ebastine du kién s& gidng nhu hiéu qua clia cong thic
vién nén bao phim.

An than dugc nghién ciru thong qua pharmaco-EEG (dién ndo d), thuc hién nhan thic,
kiém tra phdi hop thi gidc — van dong va danh gid chu quan. Khong ¢6 su gia tang dang
ké thudc an than & liéu khuyén cdo. Nhitng két qua nay phu hop v6i nhitng két qua tir cac
thir nghiém 1am sang mu doi; ty 1€ an thin ¢6 thé so sanh gilta gia duoc va ebastine.

Tac dung 1én tim cua ebastine dd dugc nghién ctru k¥, sau liéu duy nhét tir 2,5 dén 50 mg
va nhiéu liéu tir 10 dén 80 mg/ kg/ ngay trong 7 ngay, khong cd bing chimg vé anh
hudng trén khoang thoi gian hiéu chinh QT.

Co ché hoat dong

Ebastine dd dugc chimg minh 1a tao ra tic dung su Uc ché nhanh chéng va lau dai
histamin va co ai luc manh déi v6i thu thé Histamin H.

Sau khi udng, ebastine hodie=chét chuyén héa ctia n6 khong vuot qua hang rdo mau-ndo.
Pic diém nay phi hop trong két qua nghién ctru dnh hudng cua ebastine 1én hé than kinh
trung uong.

Dit liéu in vitro va in vivo chimg minh ring ebastine 12 mot chat dbi khang thu thé
histamin H ¢6 hiéu luc cao, c6 do bén cao va chon loc cao, khong c6 céc tac dung rii ro
1én CNS va tac dung khang acetylcholin.

DUQC PONG HQC

Ebastine duoc hap thu nhanh chéng va trdi qua qua trinh chuyén héa 1dn diu sau khi
udng.

Ebastine gan nhu hoan toan dugc chuyén hoa thanh chit chuyén héa dang axit con hoat
tinh, carebastin.

Sau khi udng mot lidu duy nhit 10 mg ebastine, ndng do dinh cta chit chuyén hoa trong
huyét tuong dat dugc ¢ 2,6 dén 4 gio va dat duge mirc 80 dén 100 ng/ ml. Thoi gian ban
thai cta chat chuyén hoéa axit 12 tir 15 dén 19 gid véi 66% thude duge bai tiét trong nuagce
tidu chi yéu 1a cac chét chuyén héa lién hop. Sau khi st dung 1ap lai 10 mg ebastine mdi
ngdy, trang thai 6n dinh da dat dugc trong 3 dén 5 ngay véi nong do dinh trong huyét
tuong dao dong tir 130 dén 160 ng/ ml.

Céc thong sO duge dong hoc cua ebastme cling nhu cua chét chuyen hda con hoat tinh
carebastin dd dugc tim thiy 1a tuyén tinh trong pham vi lidu diéu tri khuyén cao 10-20
mg.
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X y¥cac mlcrosome (vi lap thé) gan & nguoi cho thay ebastin duoc
chuyén hoa tiias i Caedastin chi yéu thong qua con dudng CYP3A4. St dung dong thoi
ebastine voi ketoconazole hogc erythromycin (ca chat rc ché CYP3A4) cho nhing nguoi
tinh nguyén khée manh c6 lién quan véi nong do huyet tuong ting dang ké ebastine va
carebastin.

Ca ebastine va carebastin déu c6 lién két protein cao, > 97%.

O nguoi gia, khong c6 su thay d6i dang ké vé mit théng ké trong dugc dong hoc so vai
nhitng nguodi tinh nguyén tré trudng thanh.

O nhig bénh nhan c6 nhiéu mirc do suy than duge diéu tri véi lidu hang ngay 1a 20 mg
ebastine, ciing nhu & bénh nhan suy gan nhe dén trung binh duoc didu tri véi 20 mg
ebastine, hodc suy gan ning dugc diéu tri véi 10 mg ebastine, ndng do ebastine va

/ carebastin trong huyét twong dat duoc trong ngay dau tién va thir nim cua diéu tri twong
tu nhu nhitng nguoi dat duge trong tinh nguyén vién khée manh. Do do, thong tin dugc
dong hoc cuia ebastine va cac chit chuyén hoa ctia n6 khong thay doi dang ké & nhiing
bénh nhan cé nhiéu mirc do suy gan hodc than.

Trong mdt nghién ctru chéo lidu duy nhét ctia ebastine dang uéng dong khé so véi vién
nén bao phim, cac cong thic di duoc tim thiy la twong dwong sinh hoc. Lwong nudc
udng vao sau khi udng ebastine dang dong kho khong anh hudng dén phan bd ebastine.

PIEU KIEN BAO QUAN
Béo quan noi khd, tranh anh sang, nhiét do khong qua 30°C

HAN DUNG ,
36 thang ké tir ngay san xuat

|

PONG GOI
Hop 1 vi * 10 vién hodc 2 vi * 10 vién

TIEU CHUAN CHAT LUQNG ’
Eur. Ph * (* luén cdp nhdt theo phién ban mdi nhat)

SAN XUAT BOI
SEID, S.A.
Carretera de Sabadell a Granollers Km 15
08185 Llica de Vall — Barcelona, Tay Ban Nha



