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Hoép 50 vién nén

MEBIPHAR Hop 5 vix 10 viennén

MEBRASTIN

THANH PHAN: Mdi vién nén chira: BAO QUAN: Nhiét do khéng qué 30°C,
Ebastin 10 mg tranh dnh sang va am.
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CHI PINH, CACH DUNG, CHONG CHi Pocky huéng dan sitdung

DINH VA CAC THONG TIN KHAC: trude khi diing
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MEBIPHRAR Hop 10 vi x 10 viehinén

THANH PHAN: Méi vién nén chua:
Ebastin.......
Ta dugc vira du.......

.10mg
i L1 vién
CHiDINH CACH DUNG CHONG CHIDINH vA cAc THONG TIN
KHAC: Xem trong to hudng dén sir dung thuoc kém theo.

BAO QUAN: Nhiét do khong qué 30°C,  SBK: VD-XXXXX-XX
tranh anh sdng va am. Tiéu chuan: JP

DE xa tam tay tré em
Poc ky hudng dan sif dung trudc khi diing
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HUONG DAN SU DUNG THUOC

MEBASTIN 10
Dé xafr‘;m tay tré ent.
Doc kj hwdng dan sic dung trude khi ditng.
Thuoc nay chi ding theo don thuac.
THANH PHAN CONG THUC THUOC:
Maéi vién nén MEBASTIN 10 chia:
Thanh phan hoat Chat: EDASHIL ...........coo.ovvioeeireseeinseisss cossssssesssssssesssiesssssssessssessoessesssssessnsses oo
Thanh phc?‘n td duge: Tinh bdt ngd, Microcrystallin cellulose 101, Starch 1500, Polyvinylpyrrolidon
K30 (PVP K30), Natri starch glyéolat, Silicon dioxyd colloidal, Magnesi stearat.
DANG BAO CHE: Vién nén. Vién nén tron, mau tring.
CHI PINH:
MEBASTIN 10 duoc chi dinh didu tri triéu chimg cua:
- Viém mii di ting theo mia va quanh nam.
- Nbéi may day.
CACH DUNG, LIEU DUNG:
Céach dung:
Diing dudng udng, c6 thé udng trong hozic ngoai bita in.
Khéng nén tiép tuc didu trj khi cdc triéu ching bién mét.
Liéu ding:
Liéu ding cho ngudi 16n va tré em trén 12 tudi:
Viém miii di img theo mua va quanh ndm: 1-2 vién/ngay, ubng 1 14n mdi ngay.
May day: 1 vién/ngay.
Péi tuong dic biét:
Khéng can didu chinh lidu & bénh nhén suy thén tir nhe dén ning hodc bénh nhan suy gan nhe dén 7.9
trung binh. '
Khéng c6 kinh nghiém dung lidu trén 10mg trén bénh nhan suy gan ning. Do d6, khong nén ding quéa |
lidu 10mg & bénh nhan suy gan ning. Nén tiép tuc didu trj cho dén khi hét c4c tridu ching. %
CHONG CHI PINH:
Ngudi ¢6 tién str qud man véi ebastin hogic véi bat ky thanh phin nao cia thude.

Tré em dudi 12 tudi.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Ciing nhu céc thudc khang histamin khac, phai than trong khi sit dung ebastin & nhiing bénh nhén cé
nguy co méc bénh tim mach nhu nhitng nguoi méc hdi chimg kéo dai khoang QT c6 ha kali huyét
hodc dang didu tri voi thude lam tang khoang QT hoic e ché hé thong enzym CYP3A4 nhu thube
khang ndm azol (ketoconazol) va khang sinh nhém macrolid (erythromycin) (xem phin Tuong tic,

twong ky ctia thudc).
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10.

Cén thén trong khi ding ddng thoi ebastin véi cac thude khéng lao nhu rifampicin vi ¢6 sy twong tac
duoc dong hoc (xem phan Tuong tac, twong ky cia thudc).

Than trong khi ding ebastin cho bénh nhan suy gan niing.

T4 duwgc:

Thudc nay c6 chita dudi 1 mmol (23mg) natri trong mdi don vi phan liéu, vé co ban duge xem nhu

“khong chira natri”.

SUDUNG THUOC CHO PHU NU €O THAI VA CHO CON BU:

Thoi ky mang thai: C6 rét it dit lidu v& viée sir dung ebastin trén phu nit mang thai. Céc nghién ctu
trén dong vat khong cho thdy doc tinh sinh san truc tiép hodc gi4n tiép. Nhu mdot bién phap phong

ngura, chi nén dung thuéc néu loi ich vugt trdi nguy co.
Thoi ky cho con bii: Su gin két cao cia ebastin va chat chuyén héa chinh carvastin véi protein (> 97%)

cho thiy rang thu6c khong bai tiét qua sita me. Tuy nhién, chi nén dung thude néu lgi ich vugt trdi nguy

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

Theo cac nghién ctru & nguoi, ebastin khong anh hudng dén kha niing lai xe, van hanh may méc. Tuy
nhién v6i mot sé ngudi nhay cam c6 thé ting nguy co budn ngn va chong mit ¢ thé xay ra. Do dé nén
th4n trong khi sir dung ebastin trén ddi tuong nay.

TUONG TAC, TUONG KY CUA THUOC:

Twong tac:
Dung dong thai ebastin v6i ketoconazol hodc itraconazol va erythromycin lam téng nong do ebastin

trong huyét twong va & mirc do thdp hon cua carebastin. Tuy nhién diéu nay khong dan dén hau qua
lam sang déang ké.
Tuy nhién, ding ddng thoi ebastin véi thue khang ndm nhém azol (ketoconazol, itraconazol) hodc
khang sinh nhém macrolid (erythromycin, clarithromycin, josamycin) tdng nguy co kéo dai khoang
QT (loan nhip that).
Tuong téac v€ mét duge dong hoc dé duge quan sdt thdy khi ding ebastin véi rifampicin; tuong téc nay
¢6 thé 1am giam ndng d6 ebastin trong huyét twong va giam tic dung khang histamin.
Khong c6 twong téc vé mit dugce dong hoc gitta ebastin va theophyllin, warfarin, cimetidin, diazepam
hoic ruou. '
Str dung ebastin cting véi thitc &n khéng lam thay ddi tac dung 1am sang ctia né.

Twong ky: Do khong c6 céc nghién ctru vé tinh tuong ky cia thube, khong tron 14n thude nay véi cac
thube khéc.
TAC DUNG KHONG MONG MUON CUA THUOC: (ADR)
Trong mdt phan tich tdng hop cac thir nghiém 1am sang cé dbi chimg véi gia duge véi 5.708 bénh
nhén dang str dung ebastin, cdc phan tng cd hai duge bao céo thudng xuyén nhit Ja kho miéng va
budn ngit. Céc bién cb bat loi lién quan dén diéu tri trong céc thir nghiém 14m sing & tré em (n = 460)
twong tw nhu didu tri & ngudi 16n.
Béng tom tit cac phan ung cé hai: duge phin nhém theo tAn sudt: rat thuong gap (ADR = 1/10),
thuong gap (1/100 <ADR < 1/10), it gdp (1/1000 < ADR < 1/100), hiém gip (1/1000 <ADR <
1/10000) va rat hiém gip (ADR < 1/10000) va khong duoc bidt (khong thé wéc tinh tir dit lidu c6 sin)
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Rit Thuwdng gip Hiém gip Rit hiém gip biIf:ml:lI;gﬁdu (',t‘ﬁz
Hécoquan | thwomg gip | (1/100< ADR | (1/1000< ADR< | (ADR< 2 (tn]f’tlf o
(ADR>1/10) |  <1/10) 1/10000) 1/10000) “"I’.‘i B
iéu cd sin)
Phan tmg qué méan | Cac biéu hién
Réi loan mién dich nhEr s P hé]\l L'mg g e ing
phan vé va phu [ nghiém trong
Quincke
Roi loan chuyén Tang cam gidc
hoéa va dinh dudng thém an
Réi loan tim thin Lo ling, mat ngt
Pau diu Budn ngt Chong mat, giam

R&i loan hé thin
kinh

cam gidc, 101 loan
nhip tim

R6i loan hé tim

Panh trong ngue,

mach nhip tim nhanh
Khé miéng DPau bung, kho
Réi loan tiéu hoa tiéu, noén, budn
non.

Roi loan gan mat

Viém gan, 0 mat,
xét nghiém chic
ning gan bt
thuong
(transaminase,
gamma-GT,
phosphatase  kiém
va bilirubin téng)

Ro1i loan trén da

NoOi may day, man
ngua, viém da

Rbi loan hé sinh R6i  loan kinh

sin nguyét e
Réi loan chung Suy nhugc, phil né ”:f§

Khic Téng cén Ty
Thong bdo ngay cho bdc sy hodic dwoe sy nhitng phén teng co hai N
gdp phdi khi siv dung thubc. 1AM Vf
11. QUA LIEU VA CACH XU TRi: CYIE
Triéu chiing: : —«é
Trong cic nghién ciru duge thue hién & lidu cao, khong c6 déu hiéu hodc triéu chimg c6 y nghia lam LB

sang nao dugc quan sat 1én t6i 100 mg mbi ngay mot 1an.
Xt tri:
Khdng c6 thubc giai ddc dic hiéu cho ebastin.
Lam réng da day.
Piéu tr triéu chimg.
Giam sét cac chirc ndng quan trong bao gom viéc theo d&i dién tAm do.
Tich cwec theo doi dé c6 bién phdp xir Iy kip thoi.
12. PAC TINH DUQC LUC HOC:
Nhém duoe ly: Thube khéng histamin va khéng di tmg.
Ma ATC: RO6AX22
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Ebastin va chét chuyén héa c¢6 hoat tinh clia né — carebastin 14 thubc khéng histamin ¢6 chon loc trén

céc thu thé histamin Hi & ngoai vi. Thudc duong nhu khéng giy tic dung phu an thin va khing
cholinergic & Jliéu khuyén céo.

13. DAC TINH DUQC PONG HOC:
Ebastin duoc hap thu nhanh chéng va trai qua qua trinh chuyén héa sau khi udng. Ebastin gén nhu
duoc chuyén hoa hoan toan thanh chét chuyén héa acid c¢6 hoat tinh 1a carebastin thong qua con duong
CYP3A4.
Sau khi diing mét liéu ubng duy nhét 10 mg, néng do6 dinh trong huyét tuong dat dugc sau 2 dén 4 gio
va dat mic 80-100 mg/ml. Thoi gian bén thai clia carebastin 14 tir 15 dén 19 gid v6i 66% thude dugce
bai tiét tr ong nuée tiéu chi yéu dudi dang cac chat chuyén héa lién hop. Sau khi dung liéu 10mg lap di
lap lai moi ngay mot lan, trang thai on dinh dat dugc trong 3 dén 5 ngdy véi ndng do dinh trong huyét
twong tir 130 dén 160 mg/ml.
Ebastin va carebastin c6 ty 1¢ gén vé6i protein huyét tuwong cao (trén 97%) va ty 1€ qua duge hang rao
mau ndo rat thap Kha nang dao thai qua stta me chua duge nghién ciru.
Ngudi cao tudi:
Khéng c6 su khac biét ¢6 ¥ nghia théng ké céc thong sb dwoc déng hoc gitta ngudi cao tudi va ngudi
tré tudi.
Bénh nhdn suy thin va suy gan:
o) nhitng bénh nhén suy than nhe dén nang hogic suy gan tir nhe dén trung binh dugc didu tri véi lidu
hang ngay cta ebastin 20 mg, con dbi véi nhiing bénh nhan suy gan nang duoc diéu tri bang liéu hang
ngay cua ebastin 1a 10 mg, nong d¢ cua ebastin va carebastin dat dugc tir ngay thir 1 dén ngay thir 5
cta diéu trj trong tw nhu nong do dat duge ¢ nhitng ngudi tinh nguyén khde manh. Do dd, déc diém
duge déng hoc cia ebastin va chit chuyén héa ctia né khong thay ddi dang ké & nhiing bénh nhan suy
than hodc gan & cidc mirc d6 khéc nhau.

14. QUY CACH PONG GOLI:

Vi 10 vién — hop 03 vi
Vi 10 vién — hép 05 vi
Vi 10 vién — hdp 10 vi
15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:

Diéu ki¢n bio qudan: Nhiét dé khong qua 30°C, trénh anh sdng va 4m.
Han diing ciia thuée: 36 théng ké tix ngdy san xuét.

Tiéu chuin chit lirong: JP.
16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

MEBPHAR
CONG TY CO PHAN DUGC PHAM VA SINH HOC Y TE

L6 I - 18, dudmg s6 13, KCN Tén Binh, P. T4y Thanh, Q. Tan Pht, TP. H Chi Minh

Tp. HS Ch1 M1nh ngay 09 thaug 03 nam 2022
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