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tablets1Omg orodisperable
(Ebastine 1Omg/ vi6n)

. Thutic ndy chi clilng theo don cila bdc s7.

o Dec lQ hadng ddn su dq,mg trrdc khi dilng. NAu cin thAm th6ng tin, xin hdi y
,,:
ki0n bdc si hodc dtrctc s7.

o Th6ng bdo cho bdc si nhftng tdc dqng kh6ng mong *16, gQp phdi khi sir dang

thu6c.

. D€ thudc xa tim tay tri em.

THANH PHAN
U6i vien ndn phdn t6n trong mi6ng chria
Ho4t ch6t: Ebastine 10mg
Tf dugc: Lactose monohydrate, Microcrystalline cellulose PH-101, Croscarmellose
sodium, Aspartame, Magnesium stearate, Silica colloidal anhydrous, Mint Flavour.

u0 rA
D?ng bdro ch6: Vi6n n6n ph6n t6n trong mi6ng
Hinh thrfrc: Vi6n thu6c miru tring, hinh trdn c6 dudng kinh 6.5 mm.

CHi DINH
Ebasvitae 1Omg orodisperable tablets duoc chi dinh dC di6u tri triOu chimg:
- Vi6m mfri di img theo mira vd dai d[ng.
- U6 rlay.

LIEU LTIqNG VA CACH DUNG
Dudng dirng: Dulng u6ng
Lidu dirng:

- Ngwdi tdn vd tr,i em trCn I2 tu6i:

Vi6m mfli di img theo mira vd dai ding: lO - 20 mgll lAn/ ngdy u6ng trong
noac sau Dua an.

ME ttay: l0 mg/l 16::/ngdy u5ng trong hopc sau bfia 6n.
- Tr0 em &tdi 12 tu6i:

Kh6ng dugc khuytin c6o cho tr6 em du6i 12 tu6i 6 d4ng bdo ch6 ndy.
- B€nhnhdncaotu6i:

I -.iKh6ng cdn di€u chinh li6u.
- Benhnhdn suy thQn:

Kh6ng cAn di6u chinh li6u 0 bQnh nhin suy thdn nhg, trung binh ho4c n{ng.
- BQnhnhdn suy gan:
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l(hong can nhdn suy gan nhe hodc ndng.
Kh6ng n6n v i6u l0 mg ebastin 0 nhirng b6nh nhAn suy gan ndng, vi kh6ng
c6 nghiCn cuu ldm sdng dd dugc ph6t trirSn v6i lidu cao hon 10 mg ebastin.

Cfch dtng:.
Thu6c c6 thd u6ng cirng ho[c kh6ng cirng thric 6n. C6 the hoflc khdng cdn u6ng cing
nu6c hoflc ch6t long kh6c.
Vi6n ndn phdn t6n trong miQng Ebasvitae dugc dflt tr6n ludi, thu6c dugc phdn t6n ngay
lpp tric.
Ngay tru6c khi sri dpng, phii b6c vi thu6c cAn thfln bing tay kh6 vi kh6ng dugc nghi€n
vi6n thu6c. Thu6c phii dugc u6ng ngay khi vi dd dugc mo.

CHONG CHi DINH
Ngudi m6n cim v6i ho4t ch6t hoflc v6i bdt kj,t6 duqc niro kh6c.

7.
I re em Ouor lZ tuol.
Ngudi c6 acid phenylpyrunic ni6u.

rAC uuNG KHONG MONG MUoN
Gi6ng nhu tdt ch cdc loai thu6c khfc, thu6c ndy c6 th6 gdy ra t6c dpng kh6ng mong
mu6n, m{c di kh6ng xity rav6i mgi ngudi.
CLc tic dgng kh6ng mong mu6n duo. c b6o c6o khi sri dpng ebastine trong c6c thtr nghiQm
lAm sdng (bao g6nreirc t6c dpng kC tr€n) vd sau khi luu hinh dugc b6o c5oduoi ddy. TAn
su6t du-o.c th6 hien bing c6c quy u6c: R6t thuong gAp (ADR >1/10), thucrng g[p
(1/100<ADR < 1il0), it sqp Q/1000 SADR < t/100), hi€m gqp (t/10000<ADR <
1/1000), riit hiAm gQp @DR < 1/10000).

niit thuons sqp (AD4>t/10):
- ROi lo4n hQ thdn kinh: Dau diu

Thuong Sqp (1/100 < ADR < l/10):
- R6i lo4n hQ thAn kinh: BuOn ngri

- ROi loan ti6u h6a: Kh6 miQng

Hi€m gqp (l/10000 SADR < 1/1000)
- Phin img qu6 mdn lnhu s6c phin vQ vd pht m4ch);

- R6i lo4n tdm thAn: cdng thing, m6t ngri;

- ROi lop hQ thAn kinh: ch6ng mdt, gi6m cim giSc ch4m ho{c nh4y cim, giim ho{c
bAt thucrng vi gi6c;

- R6i loan tim mach: ttrinh tr6ng ngyc, nhip tim nhanh;

- ROi lo4n ti6u h6a: dau bqng, n6n, bu6n n6n, kh6 ti€u, c5c v6n dC vC ti€u h6a;

- ROi loan gan mflt: v6n de vC gan, x6t nghiQm chric ndng gan b6t thudng
(transaminase, gamma-GT, phosphatase t[ng ki6m vd bilirubin);
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hu6i da: n6i rn€ day, ph6t ban, vi0m da;

ng sinh sdn vd chirc nang vir: roi loan kinh nguyQt;

- ROi lo4n chung: phu nd, met moi.

Riit hi€m gQp @DR < I/10000)
- Circ bi6u hiQn di rmg nghiOm trgng.

Hdy th6ng bdo vcti bdc sT vi nhtrng tdc dung kh6ng mong *r6n gQp phdi, kA cdc nhtrng
triQu ch[cng khing dwqc di cQp 6 trAn.

TIJONG TAC THUOC
Tuong trlc dugc dQng hqc tld dugc quan s6t th6y khi ebastin u5ng cirng v6i

ketoconazole hoflc itraconazole vi erythromycin. C6c tucrng t6c ndy ddn d6n sg gia tdng
ndng dQ ebastin trong huy6t tucrng vd lim carebastin d4t ndng dQ thAp hcrn, tuy nhi6n,
kh6ng li6n quan d6n b6t ky ki5t qui dugc lgc hgc c6 y nghia lOm sing ndo.

Tucrng t6c dugc <lQng hqc dd dugc quan s6t thdy khi dirng ebastin v6i rifampicin.
Tucrng t6c ndy c6 th6 ldm gi6m n6ng tlQ trong huy6t tuong vd gi6m t6c dung kh6ng
histamin.

Kh6ng c6 tuong t6c ndo dugc b6o c6o gifra ebastin vd theophyllin, warfarin,
cimetidin, diazepam hodc rugu.

Khi dungebastin v6i thric [n, tdng n6ng tIQ trong huy6t tuong ld 1,5 d)n2,}lAn vd
AI€ cria ch6t chuy6n h6a axit chinh cdn ho4t tinh cria ebastine. SU giq tdng ndy kh6ng
ldm thay d6i Tmax. ViQc dung ebastine v6i thric 6n kh6ng gdy rathay d6i nlro trong hiQu

qui l6m sdng ctia n6.
Ebastin c6 th6 6nh hudng dtin ktit qui x6t nghiQm di ung da, vi vQy kh6ng n6n thlrc

hiQn chring sau 5-7 ngdy khi ngirng ili6u tr!.
Ebastin c6 thd tdng cudng hiQu qui ci.r- circ thu6c kh6ng histamin kh6c.

cANu BAO VA THAN TRQNG
Cfing nhu c6c thu5c kh6.ng histamin khiic, cAn thfln trgng khi sri dgng ebastin o.nhirng
bQnh nhdn 96 nguy co mlc bQnh tim nhu hQi chimg QT ddi,.h4 kali m5u, di€u tri bang bAt

kj, l.oai thu6c ndo c6 t6c dgng t[ng thoi gian QT hoflc ric ch6 c5c hQ enzyme CYP3A4 nhu
thu6c khring ndm azole vd kh6ng sinh nh6m macrolid.
ThQn trqnfk:hi dung cung thuiSc diAu tri lao. Tucrng t6c ducv. c itQng hgc c6 th6 xu6t hiQn

khi ebastin dugc dirng d6ng thoi v6i rifampicin, c6 th€ ha n6ng d0 ebastine trong m6u vd
gihmtirc dgng kh6ng histamin.
Ebastin dat hiQu qui di€u tri khodng gifra 1 vd 3 gid sau khi u6ng, kh6ng n6n sri dung
trong c6c trudng hqp di ring cdp tinh mang tinh cdp ctiu.
Ebastin n€n dugc sti dqng thdn trgng o nhtng bqnh nhdn suy gan nang.

Thu6c Ebasvitae c6 chria aspartame, n6 ld mQt ngu6n phenylalanin, c5 th€ gdy hpi cho

nhfrng nguoi bi phenylketone niQu.
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co cac van
rat lactose, vi vdy kh6ng nOn dirng o nhirng b6nh nhdn

i" gip kh6ng dung nap galactose, thi6u lactase Lapp hodc kdm
hdp thu glucose-

ANn HUONG cua rnuoc Dor vor pHU N(I co'THAr vA cHo coN BU:
- Phu nir mang thai

C6 rfit it dir liQu til viQc sri dgng ebastine 6 phu nir mang thai. Chc nghiCn ciru tr6n d6ng
vpt khdng chi ra circ tdc d6ng c6 hai truc titip hoflc gi6n titip AOi vOi dQc tinh sinh sin.
Nhu mQt biQn ph6p phdng ngira, tOt ntrAt li trfnh sri dgng ebastine trong thai kj,.

- Phu nfr cho con bf

-

Chua bi6t li6u c6c hoat chdt c6 dugc bai tiCt trong sira me. Do li6n k6t protein cao (>
97%) cinebastine vi ch6t chuyiSn h6a chinh, carebastin, c6 th6 kh6ng bdi tii5t vdo sta
mg. Nhu mQt biQn ph6p phdng ngira, tOt nfr6t ld trrlnh sri dung ebastine trong thdi kj,
cho con bri.

ANn HUONG cua rnuoc Dor vor KHA NANG lAr xtr, vAN HANH vrAy
MOC
6 ngudi, chric ndng tdm thAn.dd dugc nghi6n ciru rQng rdi vd kh6ng th6y 6nh huong.
Ebastine 0 li6u di€u tri khuy6n c6o kh6ng 6nh hucrng d€n khi n[ng l6i xe hodc vAn
hdnh mrly m6c.
Tuy nhi6n, o nhflng nguoi nhpy cim c6 ph6+ring b5t thuong vdi ebastine, n6n bi6t c6c
phin ring tru6c khi l6i xe hoflc thlrc hi6n c6c hoat dQng ddi h6i sg chri S, dlc biQt nhu
bu6n ngt ho{c ch6ng m{t c6 th6 xdy ra.

euA LrEU vA cAcH xtl rni
Trong c6c nghi€n criu dugc ti6n hdnh o li6u cao, kh6ng c6 d5u hi6u hoflc tri6u chimg c6;i
nghia lim sdng nio dugc quan s6t l6n d6n 100 mg m6i ngdy mQt Dn. Kh6ng c6 thu6c gi6i
dQc dac hiQu cho ebastine.
Rira dp ddy, theo ddi c6c chric ndng quan trong bao g6m ECG vd di€u tri tri6u chimg cAn
dugc thgc hiQn.

DUqC LU. C HQC 
,

Nh6m dugc [: Thu6c kh,furg Histamin kh6c t6c dpng todn thdn
Mi ATC: Pi06AX22
C6c nghiCn criu vC da mdy day do histamin dd cho thdy tirc dqng kh6ng histamin c6 y
nghja thQng kC vd 16m sdng Uat A6u tir I gio vd kdo dii hon 48 gio. Sau khi ngimg dirng
thu6c di6u tri 5 ngdy v6i ebastine, ho4t tfnh khSng histamin cdn lai rd trong hon 72 giit.
Ho4t tinh ndy tucrng duong v6i n0ng dQ trong huy€t tuong cta ch6t chuy6n h6a chinh
dang axit, carebastin.
Sau khi sir dung l[p l4i, sy ric ch6 cua ctrc thp th6 ngoai bi€n vdn d mirc kh6ng d6i, ngodi
su mi6n dlch nhanh.
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{y ,i"g ebastine o li6u it nh6t 10 mg tpo ra sg ric ch6 nhanh,
g th6 histamin H ngoai bi6n, phir hqp v6i c6ch dirng mQt lAn

m6i ngay. MqiBffing ngey 20 mgebastine cho th6y mQt ho4t d6ng cao hon so v6i c6c

thudc kh6ng histamin kh6c trong 24 giit.
Trong mQt thri nghiQm li6u duy nh6t, cOng thric d6ng kh6 u6ng dugc dung nAp t6t nhu

dugc chring minh bing c6c xdt nghiCm ti€u chuAn an toirn trong phong thi nghiQm, kh6m

sric kh6e, .a. A5r, hiQu quan trgng vi ECG. Ebastine dqng u6ng d6ng kh6 dd dugc tim
th6y ld tuong duong sinh hgc dC xdy drpg vi6n ndn bao.phim cria ebastine. Do d6, hiQu

qud cira d4ng u6ng d6ng kh6 cira ebastine dg ki€n sE gi6ng nhu hiQu qui cria cdng thric
vi6n nen bao phim.
An thAn dugc nghiCn cr?u th6ng qua pharmaco-EEG (diQn ndo d6), thgc hiQn nhpn thric,

kir5m tra ptrOi trqp th! gi6c - van dQng vd d6nh gi6 chri quan. Kh6ng c6 sg gia tdng d6ng

t<C ttruOc an thAn d li€u mruytin c6o. Nhtng k6t qui ndy phir hqp v6i nhirng k6t qu6 tri c5c

thtr nghiQm 16m sirng mir d6i; tj'lQ an thAn c6 th6 so s6nh gita gi6 dugc vir ebastine.

T6c dlrng l€n tim cria ebastine dd dugc nghiCn criu k!, sau lid:u duy nh6t ti 2,5 dr5n 50 mg

va nfridu h6u tir 10 d6n 80 mg/ kgl ngiry trong 7 nghy, khOng c6 bing chimg vC ann

huong tr6n kho6ng thoi gian hiQu chinh QT.

Co ch6 hoqt tlQng
Ebastine Oa AuqC chimg minh ld tpo ra t6c dpng su tic chi5 ntrantr ch6ng vd 16u ddi

histamin vd c6 6i luc manh AOi vOi thp th6 Histamin H.
Sau khi u5ng, ebastine hoaech6t chuyiSn h6a cira n6 kh6ng vugt qua hirng rdo mSrndo.
Dac di6m ndy phu hqp trong k6t qui nghi€n cr?u inh huong cria ebastine 16n hQ thAn kinh
trung uong.
Ot iieu in vitro vd in vivo chimg.minh ring ebastine ld mQt ch6t AOi mrang thq thC

histamin H c6 hiQu lgc cao, c6 tIQ b6n cao vd chgn lgc cao, kh6ng c6 cdc t6c dpng rui ro
l6n CNS vd trlc dqng kh6ng acetylcholin.

DUqC DQNG IIQC
Ebastine duqc h5p thp nhanh ch6ng vd trii qua qu6 trinh chuyCn h6a lAn ddu sau khi
uong.
Ebaitine gAn nhu hoin toirn duoc chuyCn h6a thAnh ch6t chuy6n h6a dang axit cdn ho4t

tinh, carebastin.
Sau khi u6ng mQt 1i6u duy nfr6t tO mg ebastine, n6ng dO dinh cria ch6t chuyi5n h6a trong

huy6t tuong dpt dugc d 2,6 ddn4 gio vd d4t dugc mirc 80 di5n.100 ngl ml. Thdi gian b6n

thii cta ch6t chuy6n h6a axit ld tu 15 d6n 19 gio voi 66%o thu6c dugc bdi titit trong nu6c
ti€u chfr ytiu ld cdc ch6t chuy€n h6a li6n hgp. Sau khi sir dpng lflp lai 10 mg ebasting -9i
nghy, tr4ng th6i 6n dinh dd d4t dugc trong 3 it6n 5 ngdy vdi n6ng d0 dinh trong huy6t

tuong dao dQng tt 130 d€n 160 ng/ ml.
Cac irOng .O dug. dQng hqc cria ebastine, cfrng nhu cta ch6t chuy6n h6a cdn ho4t tinh
carebastin dd dugc tim ih6y ld tuytin tinh trong pham vi liAu di6u tri khuytin c6o lO-20
mg.

https://trungtamthuoc.com/
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C6c nghi microsome (vi lpp th6) gan o nguoi cho th6y ebastin duoc
chuv6n h6a tin chri y6u th6ng qlra con ducrng CYP3A4. Sir dung d6ng thoi
ebastine v6i ketoconazole hodc erythromycin (ci chAt ric ctr6 Cyp:44) cho nhirng nguoi
tinh nguyQn kh6e manh c6 li€n quan v6i n6ng dQ huytit tuong tdng d6ng k6 ebastine vd
carebastin.
Cd ebastine vd carebastin d6u c6 li6n k6t protein cao,> 97o/o.

6 nguoi gii, kh6ng c6 sy thay d6i <I6ng kC v€ mflt th6ng k€ trong dugc tlQng hgc so v6i
nhirng ngudi tinh nguyQn tr6 truong thanh.
O nhimg bQnh nhdn c6 nhi€u mirc dQ suy thQn dugc di6u tri v6i li€u hdng ngdy li 20 mg
ebastine, cfing nhu 0 benh nh0n suy gan nhg d6n trung binh dugc di6u tr! vbi 20 mg
ebastine, ho{c suy gan nflng dugc diAu tr! v6i 10 mg ebastine, n6ng rlQ ebastine vd
carebastin trong huy6t tuong d4t dugc trong ngdy dAu ti6n vd thri n[m cria di6u tri tucrng
ty nhu nhirng ngudi d4t dugc trong tinh nguyQn vi6n kh6e m4nh. Do d6, th6ng tin duoc
<tQng hqc cria ebastine vd c5c ch6t chuy€n h6a cria n6 kh6ng thay d6i d6ng k€ o nhirng
bQnh nh0n c6 nhi6u mric dQ suy gan hoflc th4n.
Trong m6t nghiCn criu ch6o li6u duy nh6t cria ebastine dqng u6ng d6ng kh6 so v6i vi6n
ndn bao phim, c6c c6ng thric dd dugc tim th6y ld tu<rng ducrng sinh hoc. Luqng nudc

l.a,
u6ng vdo sau khi u6ng ebastine dqng d6ng kh6 kh6ng inh hudng d6n phdn b6 ebastine.

DIEU KIE,N NAO QUAN
86o quin noi kh6, tr6nh 6nh s6ng, nhiQt dQ kh6ng quii 30oC

HAN OUNC
A.

36 th5ng kC tt ngdy sin xudt

DONG GOI
HQp 1 vi * 10 vi€n ho6c 2 vi * 10 vi6n

TIEU CHUAN CHAT LUONG
Eur. Ph * (* lu6n cQp nhQt tieo phiAn bdn ndi nhdt)

sAN xuAT 86I
SEID, S.A.

Carretera de Sabadell a Granollers Km 15

08185 Lligd de Vall - Barcelona, T0y Ban Nha
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