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Rx: Thude nay chi dang theo don thude

EBASTEL 10 mg
EBASTEL 20 mg

Vién nén bao phim

DFATOP )

CAC DAU HIRU LUU Y VA KHUYEN CAO KHI DUNG THUOC

DE xa tém tay tré em,

Doc ki hudng dén sik dung ede khi dimg.

Théng bae ngay cho bdc sy hodic dirge 3§ nhitng tde dung khong mong mudn gdp phdi khi siv
dng thudc.

CONG THUC THUOC

Ebastel 10 mg:

Thémb phdin hoat ehat: TBastin .............cc.oooiivreeosee oo oo 10 mg.
Thanh phén ta diroe: Microerystalline cellulose, starch pregelatinised, lactose monohydrate
(fine powder), croscarmellose sadium, magnesium stearate.

Thanh phan bao phim: Hypromellose (hydroxypropyl methyl cellulose), macrogol 6000

(polyethylene glycol 6000), titanium dioxide.

Ebastel 20 mg:

Themh phéin hoat chat: BBastin ................ccovivviiirsieioseoseeeee oo, 20 mg.
Thénh phén 16 dioe: Microcrystalline cellulose, starch pregelatinised, lactose monohydrate
(fine powder), croscarmellose sodium, magnesium stearate.

Thanh phén bao phim: Hypromellose (hydroxypropyl methyl cellulose), macrogol 6000
(polyethylene glycol 6000), titanium dioxide

DANG BAO CHE

Vién nén bao phim.

Ebastel 10 mg:

Vién nén bao phim mau tring holic gin triing, hinh tron, khic chit “E107.

Ebastel 20 mg: ) )
Vién nén bao phim mau triing hogic gan trang, hinh tron, khic chir “E20°?,

CHI DINH

Ebastin duge chi dinh trong diéu tei triéu chimg:

* Viém miii di img (theo mia va quanh niim) ¢6 hogic khang lién quan dén viém két mac di img
* May day man tinh vo ciin

* Viém da di (mg.

LIEU DUNG VA CACH DUNG
Litu dimg;

Newoi 16n v tré em trén 12 tuoi

Lidu théng thuémg 1a 10 mg ebastin 1 1an/ ngay, miie dii mot s6 bénh nhan c6 thé cin diing licu
20 mg ebastin 1 140/ ngay.

Tré em chrdi 12 tudi

Suran todn cia ebastin & ré em dudi 12 tudi chua duge thiét 1ip.

O nhém bénh nhén ndy, nén str dung dang dung dich udng.

Bénh nhédn cao i

Khong cin thiét phéi didu chinh lidu & bénh nhin cao tudi.

Suy than

Khong ciin diéu chinh lidu & b¢nh nhiin suy thén nhe, trung binh hofic ning.

Sty gan
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Khong ciin thiét phai diéu chinh liéu o bénh nhin suy gan nhe hofic trung binh.

Cha ¢ nghién et nde dwge thye hign voi lidu cao hon 10 mg & bénh nhén suy gan niing. Do
d6, khéng nén virot qua liéu 10 mg ebastin/ ngdy & nhitng bénh nhin nay. Trong trudmg hop
ndy, nén st dung dang bao ché 10 mg (vién nén bao phim EBASTEL 10 mg).

C6 thé diéu uj kéo dai cho dén khi cdc tridu chirmg bién mél.

Ciich dang:

Ding duong uong

C6 (hé uong thube cung hogic khong ciing véi thire an.

Ubng thube véi ml coe nude.

CHONG CHI DINH ,
Qud mén vai thanh phin hoat chit hodic vé&i bit ky t4 duge nao trong thanh phan céng thire

thude.

CANH BAO YA THAN TRONG KII DUNG THUOC

Thén trong khi ding cho n u"irni? bénh nhiin ¢6 nguy co tim mach nhur bénh nhén ¢6 khoang QT
kéo dai, ha kali mau, didu trj dong thai véi cic hop chit lam ting khoang QT hodc (e ché men
CYP3Ad, ching han nhur thude khang ndm nhém azol nhu ketoconazol v itraconazol va khang
sinh macrolid nlr erythromycin.

Tuomg tae duoc dong hoe ¢ thé xdy ra khi ding ebastin véi ulamplun

Thin trong khi ding ebastin cho bgnh nhén suy gan niing.

Do ebastin dat duge hiéu qua diéu tri trong khodng tr 1 dén 3 gitr sau khi ding, khong nén sir
dung thude ‘uoni, ciie trudng hop di tmg khan cip.

Cinh bio vé 4 duge
Thude nay c6 chira lactose, b¢nh nhén c6 van dé di truyén khéng dung nap galactose, thiéu hyt

men Lapp lactase hofic kém hép thu glucose hodic ¢ galactose khéng nén dimg thude nay.

TUONG TAC, TUONG KY CUA THUOC

Twong tde cia ebastin khi két hop véi ketoconazol va erythromycin (ca hai chét déu gay ra sy
gia ting kéo dai khmng QT) da dugc nghién ciru. Tuong tac dwge dfng hoe va duge luc hoc
dugre quan sil lhay voi e hai sir két | 10p, lam tang nong d§ ebastin trong huyt.l tlmng va & mire
dé nho hon 14 ndng dd carebastin, ma khong, c6 hdu qua duge lye hoe dang ké v& mit 1am sang.
Sur gia ting kéo dai khoang QT chi xfp xi so véi khi dimg ketoconazol hodc uylhmmycm mat
minh. Tuy nhién, nén thiin trong khi ding ebastin cho nhimg bénh nhan dang diéu i dong thoi
véi thude khang ndm nhém azol nhu ketoconazol hoiic itraconazol va khéng sinh macrolid nhur
erythromyein.

Twong tac duge dong hoc da duge quan sat thily khi ding ebastin véi rifampicin. Nhimg twong
tdc ndy ¢6 thé 1am giam ndng do thude tr ong huyét tirong va giam tac dyng khing histamin,
Khdng c6 trong tde ndo dwge mé ta giira ebastin v theophyllin, wafarin, cimetidin, diazepam
vil ruou,

Khi ding ebastin cung voi thire in, cd noug: do trong huyét twong va AUC clia chét chuyén héa
chinh ciia ebastin déu ting tr 1,5 dén 2 lin. Su gia ting ndy khéng 1am thay ddi T, Viée st
dung ebastin véi thire én khéng lam thay ddi téc dung 1am sang cua no.

Ebastin ¢6 (hé can thi€p vao két qua cuia cac xét nghiém dj tng da, vi viiy khong nén thyc hién
xét nghiém cho dén 5-7 ngay sau khi ngtmg didu tri.

Ebastin ¢6 thé lam tang tac dung cia céc thude khang histamin khéc.

SUDUNG THUOC CHO PHY NI’ €O THAI VA CHO CON BU

Thoi ky uuugjhf i

Cod mdt s6 div ligu han ché vé vice sir (dung ebastin & phu nit mang thai. Cac nghién ctru trén
dong vat Idmng, cho théy tic hai trye tiép hay gidn lli.- > vé dde tinh sinh san. Nhur mdt bign phdp
phong ngira, (51 nhét 1a tranh sir dung ebastin trong lhcu ky mang thai.

Thoi ky cho con hii
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Ngudi ta khong biét liéu ebastin ¢o duge bai tiét vao sita me hay khong. Mire do lién két cao
v pm[un (> 97%) cla ebastin va chil chuyén héa chinh cua né, carebastin, cho thiy ring
thu6e khong duge bai tiét qua stia me. Nhur mdt bién phap phong ngira, (5t hon 1a trdnh s
dung ebastin (rong thoi ky cho con b,

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chire niing tam thin vin dong da duge nghién clru rdng 1l & nguoi ma khdng cd tde dung néo
duge quan st thiy. O lidu diéu trj khuyén cdo, ebastin khong anh huong dén kha niing lai xe
hodie str dung may moc.

Tuy nhién, & nhitng nguoi nhay cam cé phan (mg bit thudmg v6i ebastin, nén biét 18 vé timg
phan (g trude khi bénh nhiin Iéi xe hofic thye hién cde hogt dong phire tap: budn ngu hodc

chong mit cé thé xay ra,

TAC DUNG KHONG MONG MUON CUA THUOC

Trong mdt phén tich chung vé cde thir nghi¢m lim sdng ¢6 dbi chimg véi gia duoe duge thye
hign (rén 5.708 bénh nhén dwoce diéu tri hﬁng ebastin, edc phan mg o hai duge bo cdo thudng
xuyén nhét 1a nhire diu, kho midng va budn ngll.

Céc phan tng bit lgi duge béo cio trong céc thar nghi¢m lam sing & té em (n = 460) twong wr
nhu cde phin g quan sat ¢ ngudi ldn.

Bang durdi dﬂy bao gdm cic phan (mg bit lgi duoe bdoe cho trong cic thir nghiém lam sang va
sau khi thude lwu hanh trén thi trwdng, phan loai theo quy wée sau: Ril thudmg gip (= 1;’10)
thurémg g"ip (= 1/100 dén < 1/10), it gp (= 1/1.000 dén < 1/100), hidm gdp (= 1/10.000 dén <
1/1.000), rit hiém giip (< 1/10.000) va tAn sudl khéng xdc dinh (khong thé wde tinh tir dif ligu

ch sﬁll)

H§ o quan Riit thutng Thwong gip Hiém giip Khong xice
giip (= 1/10) | (= 1/100 dén < | (= 1/10.000 aén < dinh
1/10) 1/1.000)
R&i loan hé Phan (mg qud mén
mién djch (nhur sé¢ phin vé
B va phi mgch).
R&i loan chuyén Tang sy théem
hoa va dinh an
duting
Rbi loan 1Am Bén chon, mit
thiin ngu.
R&i logn hé than | Nhire diu Bubn ngi Chéng mdt, giam
kinh cam giae, loan vj
. gidc,
R&i loan tim Danh lréng ngue,
nhip tim nhanh.
Ri loan tiéu Kho miéng Dau byung, nén,
hoa budn non, kho
o tiéu.
R&i loan gan Viém gan, v mét,
mél x¢ét nghiém chire
ning  gan bét
thurdng (tang
{ransaminasc,
gamma-GT,
phosphatase kiém
- _ va bilirubin). o
R&i loan da va May day, phat
-mo dudi da ban, viém da.
R&i logn hé sinh Rdi loan kinh

e |
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ERTRYY - nguyel ]
Rbi loan tai chd Pha, suy nhuge
va toan thin
Xét nghiém Téng can

T-'.’.'ﬁng bio ngay cho bic sp hode dwoe sj nhiing fic dung khong mong muin gap phai khi
s dung thuice.

QUA LIEU VA CACH XU TRi

Trong céc nghién ciru duoc thye hién véi lidu cao, khang ¢6 dau hiéu hoic triéu chimg lim
sang dang ké nao duge quan sat & lidu 1én dén 100 mg mdt lin méi ngay. Khong ¢6 thube giai
dde dic higu cho ebastin., Rira da day nén dwoc xem xél, clting v6i theo ddi céc diu hidu sinh
tdn, bao gom ca dién tAm dd va didu tri tri¢u chimg.

DAC TINH DUQC LUC HOC

Nhom duge 19: Thude khang histamin ding toan thian khéc.

Ma ATC: ROGAX22,

Co ché tde dng

Ebastin gdy (rc ché nhanh chéng va kéo dai céc tic dung do histamin gdy ra, v (hé hién mot 4i
lye manh dé lién két véi cde thu thé H,.

Ca ebastin va chiit chuyén héa ctia né déu khong vuot qua duge hing rdo mau niio sau khi
udng. Pic diém nay phu hop voi dic tinh an thin thip dwge quan sat thiy trong cdc két qua thi
nghig¢m nghién ciru téc ddng clia ebastin 1én hé than kinh trung wong,.

Dir ligu in vitro va in vivo chimg minh ring ebastin la mdt chiit déi khing manh véi tde dung
kéo dai va co tinh chen loc cao déi voi cde thy thé histamin Hj. N6 khéng ¢6 tac dung phy trén
thin kinh trung vong va tdc dung khang cholinergic.

Tec dung dieoe hee hoc

Cée nghién ciru vé may day da do histamin gdy ra di cho thiy tac dyng khang histamin ¢6 y
nghia thdng ké va 1am sing, bt du sau | gitr va kéo dai hon 48 pid. Sau khi ngimg ding
ebastin trong S ngdy, hoat tinh khing histamin viin r3 rang (rong hon 72 gid. Hoat tinh nay
trong duong véi ndng do trong huyét twong ciia chit chuyén hoa acid ¢é hoat tinh chinh 13
carebastin,

Sau khi dung liéu 1ap lai, sy tre ché cic thy thé ngoai vi duge duy tri & mic khong déi ma
khong xdy ra phan vé nhanh. Nhitng két qua ndy cho (hiy ring ebastin & lidu it nhét 10 mg tao
ra s irc ché nhanh chong, manh mé& va lau dai déi vai cde thy thé histamin H1 ngoai vi, phi
hop véi vige sir dung mot 1an mdi ngdy. Lidu hang ngdy 20 mg ebastin cho lhﬁy tac dung vuot
(réi so voi cdc thude khang histamin khac trong vong 24 giér.

Téc dung an than duge nghién ciru théng qua cde xét nghiém dién ndo dd, chirc ndng nhin
thire, phoi hop thi gide-van dong, cling nhw cic wée tinh cha quan. Khdng co sy gia tang dang
ké vé tic dung an thin & lidu khuyén cdo. Nhitng két qua niy phi hop véi két qua thu duge
trong cdc thir nghi¢m lam sang mi déi: ty 1¢ téc dung an thiin 1a trong dwong giita gia duoc va
ebastin.

Téc dyung trén tim cia ebastin da duoge nghién ciru trong cdc thir nghi¢m lim sang. Khong co
tdc dyng wén tim déng ké nao duge quan sat thiy trong cic phén tich chi tiét & lidu lén dén 100
mg mbi ngay (gdp 10 lin lidu khuyén céo hang ngay).

PAC TINH DUQC DONG HOC

Ebastin duge hép thu nhanh chéng sau khi udng. Chastin trai qua qua trinh chuyén héa buéc
diu qua gan déng k&, diin dén su xudt hién ctia chét chuyén hoa acid cé hoat tinh duge 1y,
carebastin,

Sau mot liéu ubng 10 mg duy nhit, ndng dd dinh trong huyél tuong cia chét chuyén hoa dal
duge trong khodng 2,6 dén 4 pid sau khi udng va dat e mire 80 dén 100 ng/ml. Thoi gian
ban hiy cia chit chuyén héa acid 1a tir 15 dén 19 pify, v6i 66% thude duge bai tidt qua nuraoc
tiéu, chu yéu & dang chét chuyén héa lién hgp. Sau khi dung ligu lap lai 10 mg x | lin/ngay,
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trang thai én dinh dat duoc trong 3 dén § ngdy vadi ndng do dinh trong Imyél twong tr 130 dén
160 ng/ml.
Sau mét lidgu udng 20 mg duy nhit, ndng dé dinh trong huyét (wong cta ebastin dat duge trong
khodng tir 1 dén 3 gitr sau khi udng. Nong do trung binh trong huyél twong clia ehastin 13 2,8
ng/ml, trong khi nong do cta chét chuyén hoa carebastin trong huyét tuong dat gid t (rung
binh [a 157 ng/ml.
Khéng €6 hi¢n tgng biie hoa dirge phét hién trong qua trinh hép thu, phén bd va thii trir thudc,
Dy liéu da duge chimg minh rfing b sur tuyén tinh dong hoe theo cic gid i cua dién tich dudi
dudmg cong nbng dd-thoi gian & lidu 1 10 dén 40 mg ebastin, va gid tr] Tmax khéng phu thude
vao liéy ding, ‘
Cie nghién cira in vitro voi microsom gan ngudi cho (hily ebastin duge chuyén héa chi yéu
thanh carebastin qua enzym CYP3A4. Ding déng thdi ebastin va ketoconazol hofic
erythromyein (cd hai déu 1a chit irc ché CYP3A4) cho tinh nguyén vién khoe manh c¢o lién
quan dén nfmg do ebastin va carcbastin trong huyét tuong ting ding ké, dic biét la véi
ketoconazol,
Cd ebastin vil carebastin déu cho thily kha ning lién két voi protein cao (2 97%).
Khong quan st (hiy su khdc biét ¢6 y nghfa théng ké v& dic tinh duge déng hoc cua ngudi cao
(i so voi ngudi tré tudi, .
Ndng do ebastin va carebastin trong huyét trong dat duge trong ngay diéu (rf du tién va ngay
thir néim trong cdc nghién ciru & nhitng bénh nhan suy thin nhe, trung binh hofic niing (liéu
hang ngdy 20 mg), va & nhiimg ngudi suy gan nhe va trung binh (ca hai déu dimg lidu 20
mg/ngdy) hogic suy gan ning (lidu 10 mg/ngay) twong ty nhu két qua dat duoc ¢ tinh nguyén
vién khoe manh, cho thiy ring dic tinh duge dong hoe ciia ebastin va chit chuyén héa cta né
khéng e sy thay dbi déng k& & nhitng bénh nhin suy gan hodc suy thin ¢ cic mic do khic
nhau. A

QUY CACH DONG GOI
Ebastel 10 mg

[1op 3 vi x 10 vién nén bao phim.
Ebastel 20 mg

Hop 2 vi x 10 vién nén bao phim,

DPIEU KIEN BAO QUAN
Bao quan dudi 30°C.

HAN DUNG )
36 thang ké tr ngdy san xual.

TIEU CHUAN CHAT LUQNG
Nha sdn xudt.

TEN, DIA CHI CUA CO SO SAN XUAT THUOC

Scin xudl fai T ay Ban Nha boi

INDUSTRIAS FARMACEUTICAS ALMIRALL, S.A.

Ctra. Nacional I1, Km. 593 08740 Sant Andreu de la Barea (Barcelona) Spain.



