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Rx Thubc nay chi dimg theo don thuoce

GEFBIN FORTE 20
Ebastine 20 mg

Khuyén cdo:

Pé xa tAm tay tré cm

Doc ki huéng din sir dung trude khi ding
Thong bao ngay cho bac si hodc dugc si nhimg tdc dung khong mong mudn gip
phai khi str dung thuoce

THANH PHAN CONG THU'C THUOC
M®i vién nén phan tan trong miéng GEFBIN FORTE 20 chira:

Thanh phén diege chdt
Ebastine 20 mg

Thanh phdn ta dioe

Mannitol, Microcrystalline cellulose 105, Crospovidone, Aspartam, Tinh dau bac ha,
Magnesi stearat vira du 1 vién.

DANG BAO CHE

Vién nén phan tan trong miéng.

Vién nén hinh tron, mau tréng, hai mat khum tron, c6 mui bac ha, vi ngot, canh va thanh vién
lanh lan.

CHI DINH

Viém mii di img (theo mua hm:lc quanh nam), c¢é hodc khong kem viém két mac di trng, & ngudi
16n va thanh thiéu nién tir 12 tudi troy [én.

LIEU DUNG, CACH DUNG

Liu ding:

Nguwoi lon va tré nir 12 tuoi tra lén: Liéu khuyén cdo 1a 10 mg (1 vién nén phén tin trong miéng
Ebastine 10 mg), mbi ngay 1 lan.

Néu tridu ching & mirc d6 ning, ¢ thé ting lidu 1én dén 20 mg (2 vién nén phan tén trong miéng
Ebastine 10 mg hodc 1 vién nén phan tan trong miéng Ebastine 20 mg), moi ngay 1 lan.

Déi twgng diic biét

Tré durdi 12 tu6i: Tinh an toan va hiéu qua ctia Ebastine dang vién nén phan tan trong micng & tré
dudi 12 tudi chua dugce xéc dinh. Khong dung cho tré dudi 12 (udi.

Ngueéi cao tudi:

Khéng can diéu chinh liéu.

Bénh nhdn suy than/suy gan:

Khéng can hiéu chinh liu cho bénh nhén suy than (mire do nhe, vira hodc nang) hodce bénh nhén
suy gan tir nhe dén vira.

Chua c6 kinh nghi¢m ddi v6i liéu ding 16n hon 10 mg déi v6i bénh nhén suy gan ning, do d6
khong dung liéu Ebastinc qué 10 mg/ngay cho nhitng b¢nh nhén nay. Thoi gian dicu trj ¢6 the
kéo dai cho dén khi hét triéu chimg.
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Cach dung:

Dit vién thudc trén ludi cho dén khi tan din rdi nudt, khong cin ding nudc hodic bit ky chét long

nao khac.

Ngay trude khi uépg, can than mé vi bing tay khé va 1iy thudc ra, cin than khong lam nat vién.

Thubc nén duge udng ngay sau khi vi da duoc mo.

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

‘Thoi gian diéu tri: theo chi dinh cua béc si.

CHONG CHI PINH

Qué min véi Ebastine hodc bét ky thanh phan ta duoc nao cua thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC

e Can than trong khi ding Ebastine cho bénh nhén ¢ yeu to nguy co t1m mach di biét, vi du
nhu: hdi chimg QT kéo dai, ha kali mau, dang ding dung thoi cdc thuoc kéo dai khoang QT
hodc tic ché enzym CYP450 2J2, 4F12 hodc 3A4 (vi du: thudc khang ndm nhém imidazole,
khang sinh nhém macrolide).

e Can than trong khi dang thudc nay cho bénh nhan suy gan niing.

o Do c¢6 tuong tic duge dong hoc véi cdc thube khéng ndm nhém imidazole (ketoconazole,
itraconazole), macrolide (erythromycin), hodc thude diéu tr lao (rifampicin), cin théan trong
khi ké don ebastine cling céc nhém thude nay.

e Thuéc ¢o chira Aspartam: Aspartam bj thiy phin & dudng tiéu hda, san pham chuyén héa chu
yéu la phenylalanine. Can than trong khi ding thudc nay véi bénh nhén bi phenylketon niéu
(PKU).

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

St dung thude cho phu nir ¢é thai

Thiéu dir li¢u lién quan dén sir dung Ebastine cho phu nir ¢ thai. Cic nghién ciru trén dong vat

khong cho lhay anh huong co hai truc t:ep hay gian tiép giy doc dén sitc khoe sinh san. Tt nhét

la khong nén ding Ebastine cho phu nir co thai.

Sir dung thude cho phu nit cho con bi

Chua biét Ebastine ¢6 duge tiét vao sita me hay khéng. Do Ebastine va chat chuyén héa chinh

carcbastine lién két manh véi protein huyét twong (> 97%), du doén thude khong duge tiet vao

sita me. TOt nhat 13 khong nén diing Ebastine cho phu nit dang cho con bu.

Kha ning sinh san

Chua c6 dit liéu v& anh huong cia Ebastine dén kha nang sinh san & nguoi.

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

Téc dong khong déng ké hoic khong cé. Hau hét bénh nhén van duy tri duge kha ning phan xa.

Tuy nhién, bénh nhan nhay cam véi Ebastine c¢6 thé gip tinh trang budn ngu hodc chong mat;

khuyén cdo than trong trude khi lai xe hodc van hanh may méc.

TUONG TAC, TUONG KY CUA THUOC

Tuwong tic cuia thude

Ghi nhén tuong tac dugce dong hoc khi ding déng thoi Ebastine voi ketoconazole, itraconazol va

erythromycin; ndng do ebastine trong huyét tuong (va & mire thap hon la carebastine) ting, tuy

nhién khéng gay hau qua dugce lye hoe ¢d y nghia lam sang.

Tuong tac v6i rifampicin: ¢6 thé lam giam ndng do ebastine trong huyét trong va giam hiéu qua

khéng histamine.

Khong ghi nhan tuong tac vadi theophylline, warfarin, cimetidine, diazepam va rugu.

Thirc &n khong 1am thay déi hidu qua 1am sang cua thude.
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Twong ky cuia thude

Do khong cé céc nghién ciru vé tinh tuong ky ctia thude, khéng trén 1an thube ndy véi cac thude
khéc.

TAC DUNG KHONG MONG MUON CUA THUOGC

Phan tich gop cac thir nghiém Idm sang c6 ddi ching vdi gia duge trén 5708 bénh nhan ding
Ebastine cho théy tac dung khéng mong munn duge béo cdo nhiéu nhit 1a dau diu, khé miéng va
budn ngi. Cac tac dung khéng mong muén dwoe bio cdo trong cdc thir nghiém ldm sang & tré em
(n = 460) twong tu nhu quan sat dugc & ngudi 1on.

Tém tit ADR tir dir lidu ciia cic thiv nghiém 1am sing va thye té ding thude:
Rét theomg gap (ADR > 1/10)

Heé than kinh: Dau dau.

Thuong gap (1/100 < ADR < 1/10)

Hé than kinh: Budn ng.

Tiéu hda: Khd miéng.

Hiém gap (1/10000 < ADR < 1/1000)

Hé mién dich: Phan trng qua man (nhu phan @ng phan vé va phit mach).

Tam thin: Lo ldng, mét ngu.

Hé than kinh: Chéng mat, giam cam gidc, roi loan vi gidc.

Tim: Péanh tn::mg nguc, nhip tim nhanh.

Tiéu hda: Dau bung, nén, budn nén. khé tiéu.

Gan mat: Viém gan, it mat, két qua xét nghiém chitc ning gan bét thuong (ting transaminase, y-
GT, alkalin phosphat va bilirubin).

Da va m6 dudi da: May day, phat ban, viém da.

Co quan sinh san: Réi loan kinh nguyét.

Toan than: Phi, suy nhugc.

Chuea 1o tan sudt

Tang them an.

T'dng céan.

Thong bio ngay cho bdc sy hodc dwge si khi gap cie tdc dung khing mong mubn nhi lren khi

st dung thuoc hodgc bao cio cdc ph(m eng co hai caa thubc vé Trung tam Thong tin th ubce va
Theo doi phan ieng ¢o hai ciia thuéc (ADR) Quéc Gia.

QUA LIEU VA CACH XU TRi

Qui liéu

Trong cac nghién ciru vé qua lidu, khong quan sat ;héy dfiq hiéu hodc triéu chimg néing trén lim
sang vai liéu 1én dén 100 mg x 1 lan/ngay. Qua liéu co thé lam tang tic dung an than va khang
muscarinic.

Ciich xii tri khi diing thudc qud liéu

Chua co th‘uéc giai doc dic hi¢u khi diing qua liGu Ebastine. Piéu tri tri¢u ching. theo ddi cac diu
hi€u sinh ton bao gom di¢n tdm do (ECG) va khoang QT trong it nhat 24 gia. Cac triéu chimg
lién quan dén hé than kinh trung vong (CNS) ¢ the can chiam séc tich cue. Céan nhac rira da day.
THONG TIN VE DUQC LY, LAM SANG

Pic tinh dugce lue hoe

Mia ATC: RO6A X22

Nhém duoc 1¥v: Thude khang histamine toan thin khac
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Co ché tdc dung:

La chét ddi khang thu thé histamine H1 manh, chon loc cao, tic dung kéo dai, khéng c6 hoat tinh
khang cholinergic.

Sau khi ding dudng udng, ebastine va chat chuyén héa ctia n6 khong vuot qua hang rao méu nio,
pht hop véi dic tinh gdy budn ngu thép.

Téac dung duoc luc hoc:

Cac nghién ciru vé mé day do histamine cho thay téc dung khang histamine ¢ ¥ nghia lim sang
v thong ké chi sau 1 gio, kéo dai trén 48 gio.

Sau khi diéu tri 5 ngay, tic dung van kéo dai trén 72 gid, twong tng v&i ndng db chét chuyén héa
¢o hoat tinh carebastine tron g huyét tuong.

Viée ding thudc lap lai van duy tri sur i ché thu thé ngoai vi ma khong gy hlf;n tuong giam dap
ung (tachyphylaxis), cho thay liéu 10 mg/ngay cho tac dung nhanh, manh va bén vimg trén thy
thé H1.

Khéng ghi nhan hién trong an thin c6 ¥ nghia trén dién ndo db (EEG); ty 1¢ gy budn ngi tuong

duong voi gia dugc trong céc thur nghiém mu doi. ‘0
Khéng c6 su kéo dai khoang QT hay tac dung tim mach ngoai y mudn nao & lidu khuyén cdo ~
trong cdc nghién ciru chuyén biét. s

Liéu ding 1én dén 60 mg/ngay khong gay thay ddi khoang QTc; céc truong hop dung qua lidu "

100 mg/ngay hodc lidu don 500 mg gy kéo dai khoang QT ¢6 y nghia théng ké nhung khéng cé ‘_' »
y nghia lam sang (10 ms) va lam tdng nhe nhip tim. DF;
Pic tinh duwge dong hoe ;;

Ebastine duoc hip thu nhanh, chuyén hoa qua gan lan déu tao ra chét chuyén héa c6 hoat tinh 1a
cart,bc:slme

Sau mot liéu don 10 mg, ndng dé dinh trong huyé ét tuong cia chét chuyén héa dat dugc sau 2,6—4
gio (80-100 ng/ml); thoi glan ban thai cua chat chuyén hoa 1a 15-19 gidy; 66% dugc bai tiét qua
nuée tidu dudi dang céc chit chuyén héa két hop.

Trang théi on dinh dat duoc sau 35 ngay, v&i ndng dé dinh trong huyét twong khoang 130~
160 ng/ml khi dung lip lai lidu 10 mg méi ngay.

Sau mét lidu don 20 mg, nong d6 dinh cia ebastine dat duge sau 1-3 gi¢r (~2,8 ng/ml);
carebastine khoang 157 ng/ml.

Duge dong hoc tuvén tinh trong khoang lidu 10-20 mg.

Nghién ctru in vitro trén microsome gan ngudi cho thiy ebastine duge chuyen héa qua cac
isoenzyme CYP450 2J2, 412 va 3A4. Dung ddng thdi véi cae chat tic ché CYP3A4
(ketoconazole, erythromycin) 1am ting ndng d0 ebastine va carebastine trong huyét tuong.

Ddi tuwong dic biét

Khong c6 sur khac biét dang ké vé duoc dong hoe gifra ngudi cao tudi va ngudi truang thanh tré
tudi.

Bgnh nhén suy than (nhe dén ning) hodc suy gan nhe dén trung binh diing lidu 20 mg/ngay c¢o
ndng d4 thude tuong ty ngudi khée manh.

Suy théan kéo dai thoi gian ban thai cua carebastine 1én 23-26 gid: suy gan kéo dd! dén 27 gio.
V6i dang vién bao phim dung cang thire an, nonc do carebastine cao hon 1,5-2 lan, AUC ting
50%, 'I'max khéng thay d6i: khong c6 thay doi vé hiéu qua 1am sang.

Dir liéu an toan tlen lim sang

Cac nghfen ciru tién 1am sang khong cho tha} dde tinh dang ké nao lién quan: an toan dugc 1y
ddce tinh khi dung lap lai, ddc tinh di truyén, kha ning gdy ung thu, ddc tinh sinh san/phat tnen
Kha néng sinh san va qua trinh mang thai khong bi anh hudng.
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QUY CACH DONG GOI
Hop 3 vi x 10 vién nén phan tin trong miéng, kém 1 t& hudng dan sir dung.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Bao quan: Noi khé rédo, tranh danh sang. Nhiét dd khong qua 30°C.

Tiéu chuén: JPXVIII

Han diing: 36 thang ké tir ngdy san xut.

TEN, PIA CHI CO SO SAN XUAT THUOC, CO SO PANG KY THUOC.
Co sé san xudt: CONG TY CO PHAN DUQC VA VAT TU Y TE BINH THUAN
Dia chi: 192 Nguy&n Hoi, Phudmg Phi Trinh, Thanh phd Phan Thiét, Tinh Binh Thuan.

A\

Co sé ddng ky: CONG TY CO PHAN DUQC PHAM MEDBOLIDE u\;
| *

Dia chi: Phong 09, lau 10, tda nha The EverRich 1, s6 968 dudmng Ba Thang Hai, Ph 15,

Quén 11, Thanh phd H Chi Minh.

Ngay AQ thang 02 ndm 2026
Giam dég},/,




