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TO HUONG DAN SU DUNG THUOC
RTECZIN
Ebastin 10 mg & Ebastin 20 mg

Khuyén cdo:
Thudc nay chi dung theo don thudc
Dé xa tam tay tré em

Doc k§ huéng dn sir dung trude khi ding
Théng bao ngay cho bac sT hodc dugc si nhing tic dung khong mong mudn gap phai
khi str dung thubc

THANH PHAN CONG THUC THUOC

Mbi vién nén phdn tdn trong miéng TECZIN (Ebastin 10 mg) chiza: /'
Thanh phin dwoc chit: Ebastin 10 mg / '
Thanh phin ta dwgc: Manitol, Microcrystalline cellulose 105, Aspartam, Crospovidone, Tmﬂ

dAu bac ha, Magnesi stearat.
Méi vien nén phan tdn trong miéng TECZIN (Ebastin 20 mg) chita:
Thanh phin dwec chit: Ebastin 20 mg
Thanh phin ti dwgc: Manitol, Microcrystalline cellulose 105, Aspartam, Crospovidone, Tinh

dau bac ha, Magnesi stearat.

DANG BAO CHE
Vién nén phén tan trong miéng.
M6 ta: Vién nén tron, mau tréng, hai mét tron, c6 mui bac ha, canh va thanh vién lanh I3n.

CHIi PINH

Diéu tri triéu ching viém mii di g (theo mua hodc quanh nam), viém két mac di ing.

Nbi mé day v6 can.

Dung cho ngudi 16m va tré tir 12 tudi trd 1én.

CACH DUNG, LIEU DUNG

Cach dung

D3t vién thudc trén ludi cho dén khi tan dan rdi nuét, khong cin ding nuée hodc bat ky chét long
nao khéc.

C6 thé dung thube trong bita an hodc ngoai bita an.

Néu quén ding thuéc

B6 qua lidu d& quén va ding liéu tiép theo nhu binh thuong. Khong dung gip doi 1iéu dé bu cho lidu
da quén.

Liéu dung

Ngudi I6m va tré tir 12 tuéi tré lén: Ding 1 vién 10 mg, mdi ngay 1 1an. Néu tridu chimg & mirc do
ndng, c6 thé tang lidu lén dén 20 mg, m3i ngay 1 14n hodc chia ra 2 14n, mdi 14n 10 mg.

Tré em dwdi 12 tuéi: Tinh an toan va hiéu quéa cua Ebastin dang vién nén phén tdn & tré em dudi 12
tudi chua duoc x4c dinh. Khong ding cho tré dudi 12 tudi.

Bénh nhdn suy than/suy gan:
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Khéng can hiéu chinh liéu cho bénh nhan suy thin (mirc do nhe, vira hodc ning) hodc bénh nhén suy

gan tir nhe dén vira.

Chua c6 kinh nghiém d6i véi 1iu diing 16n hon 10 mg d6i véi bénh nhén suy gan ning, do dé khong

ding lidu qua 10 mg Ebastin cho nhimg bénh nhén nay. Thoi gian didu tri c6 thé kéo dai cho dén khi

hét triéu chimg.

Thoi gian diéu tri: Thoi gian diéu tri c6 thé kéo dai dén khi hét tridu chimg va tiy theo loai bénh:

e Ddi vé6i viém mili di tmg: chi diéu tri trong thoi gian tiép xuc v6i cac chét gy di tng.

e Dbi voi viem miii di tng theo mua: c6 thé ngimg didu tri sau khi cac triéu chimg da duoc giai
quyét va chi diéu tri lai khi cac triéu chimg xuét hién tré lai.

e Dbi véi viem miii di tng 14u nam: c6 thé tiép tuc diéu tri cho bénh nhan trong thdi gian tiép xitic
véi di ting.

Tuy nhién, bac si diéu tri s& quyét dinh thdi gian diéu tri cho bénh nhén.

CHONG CHIi PINH

Qu4 mén véi Ebastin hodc bat ky thanh phin t4 duoc ndo ciia thude.

Khong ding cho tré duéi 12 tubi.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Can than trong khi dung Ebastin cho bénh nhén c6 khoang QT kéo dai trén dién tAm d6, ha kali mau,
dang ding céc thudc gay kéo dai khoang QT trén dién tAm d6 hodc cac thubc gay tic ché CYP2J2,
CYP4F12, CYP3A4 nhu c4c azol khang nidm va khang sinh macrolid.

Do c6 twong tac duge dong hoc vé6i céc imidazol khang nidm (nhu ketokonazol va itraconazol),
khéng sinh macrolid (nhu erythromycin) va thubc khang lao (nhu rifampicin), cin than trong khi ké
don Ebastin két hop véi cac thudc nay.

Cén than trong khi dung thudc nay cho bénh nhén suy gan ning.

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

Si dung thudc cho phu nir c6 thai

Thiéu dit liéu lién quan dén sir dung Ebastin cho phu nit c6 thai. Cac nghién ctru trén dong vat khong
cho thiy anh huéng c6 hai truc tiép hay gian tiép giy doc dén sizc khoe sinh san. Tét nhat 1a khong
nén dung Ebastin cho phu nit cé thai.

Sir dung thudc cho phu nit cho con bu

Chua biét Ebastin c¢6 duoc tiét vao sita me hay khong. Do Ebastin va chit chuyén héa chinh
carebastin 1ién két manh véi protein huyét twong (> 97%), du doan thube khong duoc tiét vao sita
me. O chudt, Ebastin khong duge tiét vao sita me. T6t nhét 14 khong nén ding Ebastin cho phu nit
dang cho con bu.

Kha nang sinh san

Chua c6 dit liéu vé& anh hudng cta Ebastin dén kha ning sinh san & nguoi.

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

Khi nghién ctru trén ngudi ding Ebastin lidu cao, khong tim thiy anh hudng nao cta thubc dén chirc
ning cua than kinh van dong. O liéu didu tri khuyén cdo, khoéng quan sat thiy anh hwong nao cua
thubc dén chic ning cua than kinh van dong. Tuy nhién, & bénh nhén nhay cam c¢6 phan Gmg bt
thuong v6i Ebastin, cin biét thudc c6 gdy budn ngii hodc chéng mat hay khong trude khi bénh nhén
141 xe hodc tham gia cac hoat dong phirc tap.
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TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thude

Quan sét thdy tuong tdc dugc dong hoc gilta Ebastin va ketoconazol hoic itraconazol va
erythromycin khi ding ddng thdi. Cac tuong tac ndy c6 thé din dén tang ndng d6 Ebastin va giam
ndng do carebastin trong huyét twong, tuy nhién diéu nay khong lién quan dén dwoc luc hoc cua
thubc trén 14m sang.

Quan sat thdy ¢ tuong tac duge dong hoc giita Ebastin v6i rifampicin khi ding dong thoi. Tuong
tdc ndy c6 thé din dén giam ndng do trong huyét twong va gidm hiéu qua khang histamin cta
Ebastin.

Khéng c6 twong tac thubc giita Ebastin va theophyllin, warfarin, cimetidin, diazepam va ruou.

Téc dung cua Ebastin trén 14m sang khong thay d6i khi dung cung vai thice an.

Ebastin c6 thé anh huong dén két qua xét nghiém di tmg da, vi vay khong nén thuc hién xét nghiém
nay cho d&n 5 - 7 ngay sau khi ngimg diéu tri.

C6 thé 1am ting tac dung ctia céc thube khang histamine khac.

Twong ky ciia thude

Do khéng ¢6 cic nghién ctru vé tinh tuong ky ctia thubc, khong tron 14n thube nay véi céc thubce
khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Phén tich gdp céc thir nghiém 14m sang c6 ddi chimg v6i gia duoc trén 5708 bénh nhan diing Ebastin
cho thdy tac dung khong mong mubn duge béo c4o nhidu nhat 13 khd miéng va chéng mit. Céc bién
cb khong mong mudn dwoc bio céo trong cac thr nghiém 1am sang & tré em (n = 460) twong tu nhu
quan sat dugc & nguoi 16m.

Tém tit ADR tir dir lidu ciia cic thir nghiém 1Am sang va thwe t& diing thudc:

Rit thwong gip (ADR > 1/10)

Heé than kinh: Pau du

Thuwong gdp (1/100 < ADR < 1/10)

Hé than kinh: Budn ngud

Tiéu hoa: Kho miéng

It gdp (1/1000 < ADR < 1/100)

Ho hép, 16ng nguc va trung that: Chay mau cam, viém hong, viém miii

Hiém gdp (1/10000 < ADR < 1/1000)

H¢ mién dich: Phan tmg qud man (nhu phan tmg phan vé va phit mach)

Tam than: Lo ling, mét ngu

Haé than kinh: Chéng mit, giam xuc giac, rdi loan vi giac

Tim: D4nh trng ngye, nhip tim nhanh

Tiéu héa: Pau bung, nén, budn ndn, khé tidu

Gan mat: Viém gan, & mat, két qua xét nghiém chuc ning gan bat thudong (tdng transaminase, y-GT,
alkalin phosphat va bilirubin)

Da va mo duéi da: May day, phét ban, viém da

Co quan sinh san: Réi loan kinh nguyét

Toan than: Phu, suy nhuoc

Rit hiém ggp (ADR < 1/10000)
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Hé than kinh: Dj cam

Da va mé6 dudi da: Ngoai ban, eczema

Co quan sinh san: Pau bung kinh

Chuea ré tin xuit

Tang cam giac thém &n.

Tang can.

Cich xir tri khi giip cdc tac dung khong mong mudn

Ngung diing thudc.

Théng bdo ngay cho béc s7 didu tri nhitng tdc dung khéng mong mudn géip phdi khi sir dung thuéc.

QUA LIEU VA CACH XU TRi

Qui liéu

Trong céc nghién ctru vé qua lidu, khong quan sat thiy du hiéu hoic triéu chimng nang trén 14m sang
v6i liéu 1én dén 100 mg x 1 l4n/ngay. Dung thubc qué lidu 1am ting nguy co an than va tic dung
khang muscarinic.

Cich xit tri khi ding thudc qua liéu

Chua c6 thude giai doc dic hiéu khi ding qua lidu Ebastin. Nén tién hanh rta da day, theo ddi chirc
ning sbng théng qua dién tAm dd va diéu tri triéu chimg. C6 thé cin chim séc dic biét néu xay ra

céc triéu ching 6 hé than kinh trung wong.

THONG TIN VE DUQC LY, LAM SANG

Pac tinh dwgce lwc hoc

Ma ATC: RO6A X22

Ebastin 14 thudc khang manh, cé chon loc histamin Hi, ¢6 thoi gian tac dung kéo dai va khong c6 tac
dung khéang cholinergic.

Dac tinh dwge dong hoc

Hiip thu

Sau khi udng, Ebastin nhanh chéng duoc hép thu.

Sau khi ubng lidu duy nhét 10 mg, Cmax clia Ebastin trong huyét twong nim trong khoang 80-100
ng/ml, dat dugc sau 2,6 - 4 gio. Sau khi udng liéu duy nhit 20 mg Ebastin, Cpeak trung binh trong
huyét thanh cua chét chuyén héa carebastin 1a 195 ng/ml, dat dugc sau 3-6 gi¢r dung thude.

Sau khi diing lidu nhic lai 10 mg x 1 1in/ngay, ndng do trong huyét tuong & trang thai 6n dinh trong
khoang 130-160 ng/ml, dat dugc sau 3-5 ngay.

Khi ding déng thoi Ebastin cling véi thirc an, ndng do carebastin trong huyét twong tang 1,5 — 2 lan,
AUC cua Ebastin cfing ting 50%, Tmax khong thay d6i. Tuy nhién hiéu qua ctia thudc trén 1am sang
khong thay ddi.

Phén b6

Hon 95% Ebastin va carebastin lién két véi protein huyét trong.

Chuyén héa

Ebastin dugc chuyén hoa bude dau tai gan. Thubc duogc chuyén héa hoan toan, chu yéu tao thanh
chét chuyén héa c6 hoat tinh 1 carebastin.

Céc nghién ctru in vitro tién hanh trén vi thé gan ngudi cho thdy Ebastin duogc chuyén hoa tao thanh
carebastin chii yéu boi hé enzym CYP3A (2J2, 4F12 va 3A4). Sau khi dung dong thoi véi
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ketoconazol hodc erythromycin (2 thudc nay e ché CYP3A4), quan sét thdy c¢6 su ting dang ké
ndng d6 Ebastin va carebastin trong huyét twong.

Thai trie

Thoi gian béan thai clia carebastin trong khoang 15-19 gid, 66% thubc duoc thai trir qua than dudi
dang céc chit chuyén héa lién hop.

Déi twong diic biét

Ngudi cao tudi

O bénh nhan cao tudi, khong quan sét thdy sy thay ddi vé dugce dong hoc so véi ngudi trudng thanh
tré tudi.

Suy thdn/suy gan .

O bénh nhan suy than nhe, vira hoic ning va bénh nhin suy gan nhe dén vira duoc diéu tri b?mg
Ebastin 1iéu 20 mg/ngay, quan sat thiy ndng do Ebastin va carebastin trong huyét twong & thdi diém
ban du va sau 5 ngay 14 twong tw nhu & ngudi tinh nguyén khoe manh.

O bénh nhan suy than, thoi gian ban thai ctia carebastin kéo dai hon dén 23-26 git; & bénh nhén suy
gan, thoi gian ban thai 1a 27 gio.

QUY CACH DPONG GOI: Hop 03 vi, vi 10 vién nén phén tin trong miéng.

HAN DUNG CUA THUOC: 36 thang k& tir ngay san xuét.

PIEU KIEN BAO QUAN, TIEU CHUAN CHAT LUQONG
Bido quan: Noi kho réo, tranh 4nh sang. Nhiét 4 khong qua 30°C.
Tiéu chuén chit lwong: JP

CO SO PANG KY THUOC: CONG TY CO PHAN DUQC PHAM MEDBOLIDE b
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