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NG THUOC CHO CANBQ Y TE
nén GEFBIN

CONG THUC (cho 1

20 mg (Hai muoi miligam)
I vién nén

Ebastine
Ta dugce
(Lactose monohydrat, tinh bt mi, povidon K30, natri starch glycolat, magnesi stearat)

PAC TINH DUQC HQC

Ebastine ¢o tac dung kéo dai va doi khang chon loc trén thy thé histamin H1. Sau khi dung lap di lap lai, c ché

thu thé ngoai vi duy tri & mire khong doi.

PAC TINH PONG HQC

Ebastine chuyén hoa va hip thu nhanh chong sau khi udng.

Ebastine dugc chuyén doi gan nhu hoan toan thanh dang acid, chit chuyén hoa co hoat tinh la carebastine, ndng

d¢ dinh trong huyét tuong cua carebastine dat mirc 80 dén 100 ng/ml sau khi udng tir 2,6 gio- dén 4 gio,

Thoi gian bin hiy cia carebastine 13 tir 15 dén 19 gid, véi 66% luong thude duoc bai tiét q

véu la cac chit chuyén hoa lién hop. Sau khi dung lidu 10 mg mdi ngay mot lan, trang thai §

trong 3 dén 5 ngay vai n611g d6 dinh trong huyét twong tir 130-160 ng/ml.

CHI DINH PIEU TRI

Viém mii di img (theo mua hodc quanh nam), ¢6 hodc khong kém viém két mace di img.
Noi mé day vo can man tinh.

LIEU DUNG

Viém mai di img: 10 — 20 mg/ ngay

M¢ day: 10 mg/ ngay

Bénh nhin suy thin nhe, trung binh hodc nang; bénh nhan suy gan nhe dén trung binh: khong cin phai diéu
chinh lidu

Bénh nhin suy gan nang: khéng qua 10 mg/ ngay

Co thé udng Ebastine trong hodc ngoai bita an

CHONG CHI PINH

Bénh nhin ¢ tién str qua man véi Ebastine hodic bt cir thanh phén nao cua thude.

THAN TRONG

Hai chimg QT kéo dai, ha kali huyét, dang diéu tri voi thude lam tang QT hodc uc ché hé lhfmg enzym
CYP3A4 nhu thude khang ndm nhom azol, khang sinh nhom macrolid.

Than trong khi ding cho phu nir ¢6 thai va phu nir cho con bi.

Than trong khi ding cho tré em dudi 12 tudi.

TAC DUNG KHONG MONG MUON

Thudng 14 nhite dau, khé miéng. Hiém khi dau bung, dn chim tiéu. mét moi, viém hong, chay mau cam, viém
miii, viém xoang. budn non, budn ngi va mit ngu.

Théng bdao cho Bac si cac tac dung khéng mong mudn gap phai khi sir dung thude

TUONG TAC THUOC

Dung dong thoi Ebastine voi thuéc khang ndam nhom azol hodc khang sinh macrolid lam tang nong do cua
Ebastine trong huyét twong va kéo dai doan QT.

Ding dong thoi Ebastine vai rifampin lam giam nong do cua Ebastine trong huyét tong dan dén giam tac dung
khang histamin.

Khong ¢o trong tic thude dang ké giira Ebastine va theophyllin, warfarin, cimetidin, diazepam va ruou.
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SU DUNG CHO PHU NU'MANG THAI VA CHO CON BU

¢ O phy niv mang thai:

Do chua ¢6 nhitng nghién ctru ddy di va co kiém soat & phu nir mang thai, nén khong sir dung thude niy cho phu nir
mang thai.

¢ Mecho con bu:

Do chua co nghién ciru vé kha ning bai tiét cua Ebastine qua sira me, can can nhic giira lgi ich caa viée cho con bu
va lgi ich cua viée diéu tri cho ngudi me dé quyct dinh cho tré ngimg bu hodic ngung/ tranh sir dung Ebastine.
NGUOI LAI XE VA VAN HANH MAY MOC

Ebastine o liéu diéu tri khong anh huong dén kha nang lai xe hay van hanh may moc. Tuy nhién, & mdt s6 ca nhan
nhay cam, nén kiém tra cac phan timg phu co thé xay ra trudge khi lai xe hay van hanh may moc.

QUA LIEU

Chura ¢6 nghién ciru vé qué lidu cia Ebastine. Khong ding thude qué lidu chi dinh.

Trong truong hop ding hay nghi ngd ding qua lidu, cin dén gp bic si ngay dé dugc hd trg.
nhiém doc dé sir dung bién phap thich hop nhu theo ddi cac chire nang séng cua co thé (bao gbm g sat ECG
trong it nhat 24 gio), dicu tri triéu chirmg va rua da day.
BAO QUAN: Bao quan noi khé mat, tranh anh sang, nhiét do khéng quéd 30°C
HAN DUNG: 36 thang ké tir ngay san xudt
TRINH BAY: Hop 03 vi, vi 10 vién nén bao phim
TIEU CHUAN: JP XVI
NGAY XEM XET SUA DOI, CAP NHAT NOI DUNG:
THUOC NAY CHI DUNG THEOQ SU KE DON CUA THAY THUOC
DE XA TAM TAY TRE EM
POC KY HUONG DAN SU DUNG THUOC TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC
KHONG DUNG THUOC QUA HAN SU DUNG GHI TREN HOP
San xuit tai:
Tén co so san xuat: Cong Ty Cd phin Dwge phim ME DI SUN
Pia chi: 521. An Loi , Hoa Loi, Bén Cat. Binh Duong, Viét Nam
Phin phdi boi:
Tén co so dang ky: Cong Ty C6 phin Duge Phim MEDBOLIDE
Dia chi: Phong 09, lau 10, toa nha The EverRich 1, S6 968. Buong 3 Thing 2, P.15, Q.11, TP.HCM

M, ngay 30 thang 03 nim 2017
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N\ 77,
Doc ky hwdng dan si d;mg tricoc ki
Deé xa tam tay tré em
Thing bao cho bac st hodc dwoc si cac tac dung khong mong muon gap phai khi diing thuoc

THANH PHAN
Vién nén GEFBIN chira hoat chit la Ebastine. Mdi vién chira 20 mg Ebastine.
Cac thanh phan khac bao gom lactose monohydrat, tinh bt mi, povidon K30, magnesi stearat,
natri starch glycolat.

MO TA SAN PHAM
San pham GEFBIN c¢6 dang bao ché 1a vién nén hinh tam gidc mau tranb mot mat tron, mot
mat dap chim hinh biéu tugng nganh Duroc.

QUY CACH PONG GOI
Hop 3 vix 10 vién, vi nhom - nhom.

GEFBIN PUQC DUNG CHO BENH Gi?
Vién nén GEFBIN 20 mg dugc dung dé lam giam cac triéu chimg nghiém trong cyia w.,n mii
theo mua (sot co khd) va viém mii di g lau nam, bao goém ca cdc truong hop fem két
mac di ing.

SU DUNG GEFBIN NHU THE NAO?
Vién nén GEFBIN 20 mg dugc dung cho thanh thiéu nién (tir 12 tudi tro 1én) va nguoi 1on.
Li¢u thong thuong dé diéu tri cic trigu ching nang cua viém mui di tmg hodc viém mui di tmg
lau nam la mot vién, udng mot lan modi ngay cing voi thirc an hoac khong. Thoi gian dicu tri
do bac si quyét dinh.

- Bénh nhan suy giam chirc nang than: O nhiing bénh nhan ¢ chiic nang than bi suy giam,
khong can diéu chinh liéu néu thoi gian sir dung khong qua 5 ngay.

- Bénh nhan suy giam chirc nang gan: ( O nhirmg bénh nhén suy giam chirc ning gan mic d nhe
dén vira, khong can diéu chinh liéu néu thoi gian su dung khong qua 7 ngay.

- (6 thé chia vién thanh nhiéu phin bang nhau. Udng vién (khong nhai) véi mot lugng chat long
vira du.

- Néu ban cho ldng anh huong cua thube qua manh hodc qua yéu, hay noi voi bac si cua ban.

- Ddi vai nhtrng? bénh nhan ¢6 triéu ching nhe, nén chuyén sang sur dung vién GEFBIN 10 mg
voi liéu mdi ngay mot lan.

KHI NAO KHONG NEN DUNG GEFBIN?

- Bénh nhan qua man vai Ebastine hodc bat kv thanh phén nao cua thudc.

- Bénh nhan suy giam chuc nang gan nghiém trong.

TAC DUNG KHONG MONG MUON

(;mm_ nhu tat ca cac loai thude, GEFBIN ¢6 thé giy ra mot s6 tac dung phu, mic du khong phai

vOi tat ca moi nguoi.

Tac dung phu thuong gap (co thé anh huong dén 1 trong s6 10 ngudi):

- Kho miéng

- Pau dau

- Budn ngu )

Téac dung phu it gap (co thé anh huong dén 1 trong 100 nguoi):

- bau bung

- Budn non

- Kho tiéu

- Suy nhuoc

LY



- Viém hong

- Viém mui

- Chong mat

- Mat ngu

- Chay mau cam

CONG TY
co PHAN
DUGC PHAM

- Panh trong nguc, mac'

- Viém xoang

- Non

- Phu né (tich tu nudce trong cac mo)

- Tang cic chi sb chirc ning gan trong mau

- Cang thiang chung

- R&i loan kinh nguyeét

- Phat ban, mé day, cham, viém da.

Néu bat ky tac dung phu ndo tré nén nghiém trong, hodc néu ban nhan thiy co bat ky tac dung

phu nao khong dugc liét ké trong to thong tin nay, xin vui long thong bao cho béc si hodc duoc si

cua ban.

NEN TRANH DUNG NHUNG THUOC HOAC THU'C PHAM GI KHI PANG SU DUNG

THUOC NAY?

- Thong bao cho béc si hodc dugc si ctia ban néu ban dang ding hodc gan day da dun
loai thude nao khac.

- Ding dun" tho GFFBIN va e:ythmmvun (khdang sinh) hodac ketoconazol (hoat ch%
cac bénh nhiém ndm) c6 thé dan dén tang nong do ebastine trong mau.

- Vién nén GEFBIN ¢6 thé sur dung doc lap voi bua an.

CAN LAM GI KHI MQT LAN QUEN DUNG THUOC?

Khong dung licu gap déi dé bu cho liéu don da quén.

BAO QUAN GEFBIN NHU THE NAO?

- Pé xa tam tay va tam nhin cua tré em.

- Khéng st dung GEFBIN sau ngay hét han dugc ghi trén hop va vi.

- Bao quan o nhiét do dudi 30°C, gitr vi trong hop dé tranh anh sang.

DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU
Phan tmg thuong gip nhét la budn ngu.

CAN LAM GIi KHI DUNG THUOC QUA LIEU
Khong ¢o thude giai doc dic hiéu cho Ebastine. Néu v tinh udng phai mot luong thude 16m,
thong bao ngay cho bac si hoac dugc si cua ban.

NHUNG PIEU CAN THAN TRONG KHI DUNG GEFBIN

- Thdng bao cho bac si hodc duge si cua ban truge khi dung GEFBIN:

o Néu ban ¢o nong do kah trong mau tlﬂp,
5 Néu ban co bat thuong trén dién tam do (kéo dai khoang QT trén dién tam do, co thé xay
ra & mot so bénh tim);

Néu ban dang st dung khang sinh thudc nhoém macrolid nhu erythromycin hodc céc loai

thude dung dé diéu tri nhiém nam (thudce khang nim nhom azol nhu ketoconazol):
o Chuc nang gan cua ban da suy giam o muc dg vua phat (suy gan trung binh).

- Chua ¢6 dur li¢u veé an toan cua thude O phu nir mang thai. Vi vay, chi dung GEFBIN trong khi
mang thai khi bac si cho 1ans, Lo ich du kién cao hon nhing rui ro ¢o thé xay ra.

- Khong nén dung GEFBIN néu ban dang cho con bu vi chua ¢6 dit liéu vé su bai tiét cua thude
vao stra me.

- Hau hét cac bénh nhan duoc diéu tri voi GEFBIN déu ¢o thé lar xe hodc thuc hign cac hoat
dong khac doi hoi tinh than sang sudt. Tuy nhién, nhu voi tat ca cac loai thudce khac, ban nén
kiém tra phan (mg ¢4 nhéan ddi vai thude trudge khi ban lai xe hodc thuc hién cac hoat dong
phuc tap.

KHI NAO CAN THAM VAN BAC SI, DUQC SI?

it didu tri
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" - Néu ban can dung thém mdt loai thude nao khac.

- Néu ban dang mang thai hodc cho con bi, ban dang nghi ngo co thé mang thai hodc dang c6
ké hoach mang thai, hay hoi béc si hodc duge si cua ban dé dugc tu van trude khi dung thude
nay.

Néu can thém thong tin xin hoi y kién cua bac st hodc dwge st

HAN DUNG CUA THUOC:
NGAY XEM XET SUA POI, CAP NHAT NOI DUNG:

San xuit tai:
CONG TY CO PHAN DUQC PHAM ME DI SU
521, An Loi, Hoa Loi, Bén Cat, Binh Duong

Phan phéi boi:

‘ CONG TY CO PHAN D’U'(_)'C PHAM MEDBOLIDE
Phong 09, lau 10, toa nha The EverRich 1, s6 968, duong 3/2, phuong 15, quan 11, TP. HCM

Ngay 30 thang 05 nam 2017
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