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Each film coated tablet contains:
Ebastine BP 10 mg

Colour : Titanium Dioxide BP
Dosage: As directed by the Physician.
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Vién nén bao phim
J e ALLERBA-10
ize of box: 72*44*32mm l; M3i vién chita 10mg Ebastine,
| Hop 10vi x 10vién. SDK:
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Ebastine Tablets
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Rx- Thudc bin theo don

ALLERBA-10
Vién nén bao phim
Ebastine

THANH PHAN

M3i vién chira Ebastine 10 mg.

Td duoe: 1.actose Monohydrat, Cellulose vi tinh thé, Tinh bét tién gelatin hda, Tinh bdt natri glycollat, Talc
tinh khiét, Magnesi Stearat, Colloidal Silicon Dioxid, Hypromellose, Titan Dioxid, Propylen Glycol.

DUQC LUC HQC

Ebastine 1a mot dan xuat ciia piperidin, la thudc khang histamin khéng cé tic dung an thdn. Ebastine ia 4-
dipheylmethoxy-1-(3-(4-terbutylbezoyl) propyl); 1a chat ddi khang thy thé H1 thé hé 2, c6 tac dong chon loc.
kéo dai.

DUQC DONG HQC

Ebastine duoc hép thu nhanh chéng va chiu sy chuyén héa qua lan dau manh sau khi udng. Ebastine duoc
chuyén héa gan nhu hoan toan thanh chét chuyén hoa c6 hoat tinh 13 carebastine. Sau khi udng ligu 10 mg
ebastine, nong 46 ti da trong huyét tuong cia carebastine 1 80 - 100 ng/ml sau 2,6 -4 gis. Thai gian ban hury
clia chit chuyén hoa 1a 15 - 19 gid, 66% luong carebastine duoc bai tiét qua nude tién & dang cac chat chuyén
héa lién hop. Sau khi ding 1ap fai liéu hing ngay 10 mg, ndng dd trong huyét tuong & trang thai dn dinh khoang
130 - 160 ng/ml dat duge sau 3 - 5 ngdy. Sau khi ubng liéu duy nhét 20 mg, ndng d6 dinh trong huyét twong cua
ebastine dat duoc sau 1 - 3 gidy va dat ndng d6 trung binh 13 2,8 ng/ml. Néng 36 dinh trong huyét tuong cia chat
chuyén hoa carebastine dat duge gid tri trung binh 13 157 ng/ml,

Hon 95% ca ebastine 1an carebastine gén két vai protein huyét tuong,

Trong cac nghién ciiu in vitro trén microsome gan ngudi cho thay ebastine duoc chuyén hoa thanh carebastine
chii yéu théng qua hé enzym CYP450 (-2J2, -4F12 va -3A4).

Sau khi diing dong thoi véi ketoconazole hofic erythromycin {ca hai thudc (rc ché CYP450-3A4), ndng do
ebastine va carebastine trong huyét tuong tang dang ké.

Khéng c6 sy thay ddi vé duoc dong hoe & nhitag bénh nhan [on tudi so véi nhimg bénh nhén tewdng thanh can
tre,

O nhirng bénh nhén suy thdn nhe, trung binh hofic ning va nhiig bénh nhan suy gan nhe dén trung binh dugc
diéu tri voi liéu hing ngay 20 mg ebastine, ndng dd trong huyét tirong cha ebastine va carebastine & ngay diéu
trj dau tién va ngay diéu tri thir nam thi trong tw nhi & nhitng ngudi tinh nguyén khoe manh.

O nhimg bénh nhan suy than, thdi gian bian hily thai teir ctia chat chuyén hoéa carebastine kéo dai dén 23 — 26
gio. O nhitng bénh nhéan suy gan, thai gian ban hay 13 27 gid.

CHi PINH
Piéu tr{ triéu chimg viém miii di g theo mila va quanh nam ¢d hay khéng c¢6 viém két mac di @ng.
Cai thién chimg ngira va lam giam sy hinh thanh ndt sung méi trong chimg néi may day vé cin.

LIEU DUNG VA CACH DUNG

Litu ditng:

Kinh nghiém ding thudc & tré durdi 12 tudi codn han ché.

Viém miti df ting:

Ngudi 16n va tré em > 12 tudi, dung liéu khuyén cdo sau: 1 vién bao phim (10 mg ebastine), | lan méi ngay.
Trong truong hop triéu chimg ning va viém mii di (mg quanh nam, liéu cd the téng 1én 2 vién bao phim (20 mg
chastine), 1 {an moi ngay.
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Ngudi lon trén 18 tudi, ding lidu khuyén cdo sau: | vién bao phim (10 mg ebastine), 1 lAn mdi ngay.
Nigr bénh nhén die bide:

Khéng cin thiét phai diéu chinh lidu & nhirng bénh nhan suy than didu tri 1én dén 5 ngay.

Khéng can thiét phai didu chinh liéu & nhiing bénh nhan suy gan nhe dén trung binh diéu trj [én dén 7 ngay.
O nhirng bénh nhan suy gan ning, khéng nén dung qua 10 mg mdi ngay.

Cdch ding:

Céc vién nén bao phim nén dugc udng nguyén vién véi nuée, khong duge nhai.

Ebastine ¢6 thé duge ding cing véi bita in hodic khéng phu thude vao bia an.

Thei gian ding thudc:

Thiy thudc s& quyét dinh thoi gian ding thube.

CHONG CHI PINH

Quéa mén dbi voi Ebastine hodic bt ky 1a diroc nao clia thude ndy.

Ebastine khéng dugc dung dé didu tri ndi may day & thanh thiéu nién dudi 18 tubi vi hién tai it ¢ kinh nghiém
ding thude & nhém tudi ndy va khdng c6 kinh nghiém ding thude & tré dudi 12 tudi.

Trong thdi gian cho con bi.

CANH BAQ DAC BIET VA THAN TRONG KHI DUNG THUOC

Cling nhu voi cac thube khang histamin khac, nén than trong khi diing ebastine & nhimg bénh nhén ¢ khoang
QT trén dién tam dd kéo dai da duoc biét, ha kali huyét va trong cie trudng hop ding déng thai véi cée thude
duge biét Jam tang khoang QT hodc (rc ché hé enzym gan CYP450 -2J2, -4F 12 hodc -3A4, nhu céc thude khang
nam azole va cic khang sinh macrolide.

Nén diing thube than trong & nhiing bénh nhan suy gan ning,

TUONG TAC THUOC

Céc nghién cira vé trong tic giita ebastine va ketoconazole hodc erythromycin (cdc thude duge biét kéo dai
khodng QT) cho thdy ndng dé ebastine trong huyét trong cao hon va khoang QT kéo dai thém chi khoang
10miligify so v&i khi ding ketoconazole hodc erythromycin mot minh. Trong cac nghién ciru [Am sang trong
cho thay khéng cé tuong tac giita ebastine voi theophylline, warfarin, cimetidine, diazepam hoc alcohol.

Néng dd trong huyét twong cua carebastine, chat chuyén hoa chinh cé hoat tinh ciia ebastine, ting gap 1,5-2 lan,
vi AUC tang, trong khi Tmax van khéng ddi khi ding thube ciing voi thirc &n, Tuy nhién, hidu qua lam sang
khong bi anh huwdng.

PHU NU' MANG THAI VA CHO CON BU

Khong 6 dir liéu vé viéc dung ebastine & phu nif mang thai. Cac nghién clru trén stic vat khéng chi ra cée tac
dong c6 hai true tiép hode gidn tiép cho phu nit mang thai, sy phat trién ctia phéi thai/ bao thai, qua trinh sinh de
hodc su phat trién cua tré so sinh. Do d, ebastine chi nén dung cho phy nit mang thai néu that sy can thiét.
Khéng biét Ebastine ¢6 duoc bai tiét vao sifa ngudi hay khong. O chudt eéng, ebastine duoc bai tiét vao sira.
Ebastine khéng nén duge ding trong thdi gian cho con bi.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Ebastine anh huong khong dang ké én kha nang [ai xe va sir dung may moc.

Hau hét cdc béuh nhan diéu tri véi ebastine ¢6 thé lai xe hodc thue hién cac hoat dong khac ma yéu cau kha
nang phan &ng tét.

Tuy nhién, dé nhan ra nhitng bénh nhan dé bj anh hudng ma tac dong tra lai khac thurang voi ebastine, nén biét
cac phan (g cua tirng bénh nhén trude khi [a1 xe hodc thue hién cac hoat ddng phirc tap.

TAC DUNG KHONG MONG MUON
Trong viéc danh pia cac tac dung khong mong mudn, quy ude tan s6 xuat hién sau duge dung:



Rat thuong gip (>1/10)

Thudng gap (>1/100 dén <1/10)

Khong thidng gap (>1/1000 dén <1/100)

Hiém gap (>1/10000 dén 1/1000)

Rat hiém gap (<1/10000),

Khong dwoc biét (khong thé wdce lugng tir cac dir liéu sin co)
Cic rdi loan vé tim:

Rat hiém gap: Tim dap nhanh, dénh tréng nguc.

Cic rdi loan hé than kinh:

Thuong gip: Tinh trang ngai ngn, dau dau

Rat hiém gap: Loan xuc giac

Cac rbi loan hé hip, ngue va trung thire:

Khong thuong gap: Chay mau cam, viém hong, viém miii
Rat hiém gap: Viém xoang

Cic roi loan tiéu hoa:

Thuong gap: Kho miéng

Khong thudng gip: Budn non, dau bung, khé tiéu

Rat hiém gap: Non

Céc roi loan da va mé duéi da:

Rat hiém gap: Ngoai ban, ndi may day, cham, phét ban, viém da
Cic roi loan toan than:

Khéng thuong gap: Choang vang, suy nhwge, mat ngi r%

Rat hiém gap: Phil w{;o\\\
Cic réi loan gan-mit: \ < ]1
R4t hiém gdp: Xét nghiém chirc ning gan bat thuong /"/.;3‘71 '

Cic rdi loan vé tuyén vi va hé sinh san: oo
Rat hiém gap: Dau bung kinh, céc rdi loan kinh nguyét
Cic rbi loan tAm than:

Rat hiém gap: Tinh trang kich dong khong rd rang.
QUA LIEU

Trong cac nghién ciru véi liéu cao lén dén 100 mg, 1 lan mdi ngdy, khéng thay c6 cac triéu chirng hodc dau hiéu
qué liéu c6 y nghia lam sang. Thube giai doc dac hiéu cho ebastine chura dugc biét. Trong trudong hop qua liéu,
theo dai chirc nang song, ké ca theo dai dién tam dd c6 danh gia khoang QT trong it nhat 24 gio. Can diéu tri
tri¢u chirng va stic rira da day.

PIEU KIEN BAO QUAN: Bao quan & nhiét d6 dwdi 30°C. Tranh énh sang.
PONG GOI: Hop 10 vi x 10 vién nén bao phim. .
HAN DUNG: 36 thang ké tir ngay san xudt. 7 "U"T'ja;‘\
Khéng ding thudc khi da hét han sir dung trén bao bi. %ﬂ
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG. .
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SIL. (S &I\~
GIU THUOC TRANH XA TAM TAY CUA TRE. 3
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