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Ebastinc........ 20mg A ation, Interacti Undesirable effects,

Excipients @S, 1 tablet  Precautions and other information: Read carcfully
the enclosed Ieaflet.

Store in a dry place. below 30°C. KEEP OUT OF REACH OF CHILDREN

Protect from light. READ CAREFULLY THE DIRECTIONS

Manufacturer's specification. BEFORE USE!
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140 x 200 mm

Théng tin thubc danh cho cin bd y té
RX Thubcbin theo dom

BLOSATIN

Vién nén bao phim

THANH PHAN

- Duyechiit:

Blosatin 10: Ebastin 10mg.
Blosatin 20: Ebastin 20 mg,. .

- Ti duge: Lactose monohydrat, cellulose vi tinh thé 101, natn
croscarmellose, povidon K30, natri lauryl sulfat, magnesi stearat, HPMC
615, HPMC 606, PEG 6000, titan dioxyd, talc.

DUQCLYCHQC

Phiin logi duge 1y: Thuoc khang histamin H,.

MAATC: RO6AX22.

Cochétacdyn ) o . .

- Ebastin la dan chat piperiden, thude nhém thude doi khang thy thé H, the
hé thir hai tac dong kéo dai, khéng co tac dong an than hoic hoat tinh
muscarinic dang ke. i

- Thy thé histamin H, dong vat tro trong sw gidin mach, ting tinh thim mao
mach, gy ra cac phan {mg ngura trén da va co thé co co tron & phe quan
ho#c ong tiéu hoa.

DUQCDHQNGHQC .

- H"!‘ip thu: Ebastin dugc hép thu nhanh chéng qua dudng tiéu hoa. Saukhi
uéng liéu don 10 mg, néng dd dinh trong huyét tuong dat duge khoang 80
~ 100 ng/mlsau2 -4 gig. Trang thai can bang dat duoc sau 3-5ngay khi
ding liéu 1ap lai 10 mg/lan/ngdy vai ndng d dinh trong huyet lueng 130-
160 ng/ml. Si dung thude vé1 bira an gidu chit béo lam tang khoang 50%
giatri AUC chit chuyén hoachinh (carebastin) cia ebastin.

- Phin bd: Ebastin va carebastin lién ket ‘manh véi protein huyet tuong (>
90%), chura rd thuoe ¢é qua dugc sirame hay khéng. =

- Chuyén héa: Sau khi uong, ebastin duge chuyén hoa lan dau qua gan
manh, tao lhénh chit chuyén héa co hoat tinh carebastin. Nghién cuu in
vitro chothdy qua trinh chuyén hoa ebastin thanh carebastin chi yéu thong
quaCYP450(212,4F12va3Ad). )

- Thai trir: Khong 66% cac chit chuyén hoa duge dao thai qua nude tidu
dudn dang lién hop. Thai gian ban thai cia chit chuyén hoa carebastin
khoang 15-19gio. i
Duge ding hoc trong mjt 56 triring hop lam sing dic bigt:

- Ngwoi cao udi: Cae thong so duge déng hoc & ngudi cao tuoi khong thay
d0150 V&I ngudi tré.

- Bénknhdn suy than: Thai gian ban thai cua carebastin tang (23 - 26 gio) &
bénh nhan suy than,

- Bgnhnhdn suy gan: Thoi gian ban thai cia carebastin tang (27 gio) @ bénh
nhén suy gan.

QUY CACHDONG GOL )

. Hop03 vix 10viénnénbao phim. VibamAl - PVCtrong.

- Hop05 vix 10 viénnén bao phim. Vi bam Al-PVC1rong.

- Hdp 10vix 10vién nén bao phim. Vibam Al-PVCtrong.

CHI DINH )

- Diéutritri¢uchimg viém mii dj img theo mua, viém mii dj img dai diing.

- Digutrimay day.

LIEU LUGNG VA CACH DUNG

Liéulugng .

- Ngu&lldnvélréemzlzmﬁi: .

+ Diéu trj viem mii di img theo mua, viém mii dj ung dai dang: 10 - 20
my/lan/ngay. .

+ Diéutrimay day: 10 mg/lan/ngay. .

- Tinhan toan va hiéu qua khi sir dung ebastin g tréem < 12 tudi chua duge
chirng minh

Cichding - )

Dung duomg utng, c6 thé udng thude trude, trong hofc sau biradn

CHONG CHIDINH i )

- Quaman vdi ebastin hodc véri bitky thanh phan nao cia thude.

- Suyganndng.

THAN TRQNG VA CANHBAO ) .

. Cac thube khang histamin thé h¢ 2 nhu ebastin han ché tac dong an than
hodc hoat tinh muscarinic, tuy nhién mic d6 han che cac tac dong trén
giam di khi sir dung liéu cao hon liéu khuyén cao. Mot so bénh nhin kb
diéu trj véi cac thuoc khang histamin khéong cé tac dng an than van gip
phai tac dung gdy budn ngii. Tac déng trén timg ca thé 13 khac nhau va c6
thé xac dinh dugc sau vai lan dau sirdung thude

- Thén trong khi si dung ebastin & bénh nhan co khoang QT kéo dai, ha kali
huyét, sir dung dong thari vai cac thude kéo dai khoang QT hodc cac thude
\re ché enzym gan (CYP450 212, 4F 12, 3A4) nhu thude khang nam

imidazol hoac cac khang sinhnhém macrolid.

- Donguy cotuong tie dong hoe véi thuoe khang nam imidazol (ketoconazol,
itraconazol), khang sinh macrolid (erythromyein), thuoc khang lao
(rifampicin). Can than trong khi phdi hop ebastin véi cac thude trén.

- Thantrongkhisir dung & bénh nhan suy than ning hodc suy gan nang.

- Chepham Blosatin q'ochl’;até dugr lactose, khéng sur dung & bénhnhanco
céc rdi loan di truyén hiem gdp vé khong dung nap galactose, thi¢u hut
Lapp lactase hodc r6i loan hap thu glucose —galactose.

SUDUNG CHO PHYNUMANG THAI VA CHOCONBU

Phynirmangthai )

Cae nghién ciru tién lam sang cho thay thude khong gdy doc tinh trén sinh
san & dong vit. Do khong da dir ligu két ludn vé tinh an toan khi sir dung
ebastin & phu nit mang thai, khéng khuyen cao sit dung thude & nhom doi
tugng nay.

Phy nir cho con bii ) .

Chua xac dinh duge ebastin ¢ tiét vao sira me hay khéng, Dé tranh cac
nguy co o the xay rachotré, khong khuyén céo sir dung ebastin & phunit
choconbi.

ANH HUGNG CUATHUOC DOIVOICONG VIEC
Sir dung ebastin & liéu didu tri khang gdy anh huémg dén kha ning tip
trung va van dong. Tuy nhién, tic dong cua thude trén timg cd thé co the
khac nhau va cling da c6 bao cao vé cac tac dong gdy budn ngi, chong mét
& mot s6 bénh nhan. Néu gap phii céc tac dung khdng mong mudn trén,
khdng nén lai xe, van hanh may méc, lam viée trén cao hofic cac truong
hop khic

TUONG TACCUATHUOC VOI CACTHUOC KHAC VA CACLOAI

TUONG TACKHAC

- Thudc khang ndm imidazol (kempunazal, r';mmna:ol), khang  sinh
macrolid ferythroniycin): Lam tang nong 4o huyet tuong clia ebastin, co the
gdy nguy co r6i loan nhip that & mdt s bénh nhén ¢6 khoang QT kéo dai.

- Rifampicin: C6 thé lam giam nong do huyét tuong va hiéu qua diutri cla
thubc khang histamin. i

. Khéng cé tuong téc giira ebastin véi cac thuoce nhu theophylin, warfarin,
cimetidin, diazepam varuqu

TAC DUNG KHONG MONG MUON o
Cac tac dung khang mong muon duge phan nhom theo tan sudt: rat thuomg
gap (ADR = 1/10), thudng gap (1/100 < ADR < 1/10), it gap (171000 =
ADR < 1/100), hiém gip (1/10000 < ADR < 1/1000) va rat hiem gdp
(ADR < 1/10000). . o ) )
Réi loan idm thdn: cang thing, mat nga (rat hiém gap). Thdn kink. buon
ngd (hiem gap), chong mat, giam cam gide, dau dau, mat cam gidce (rat
hiém gap). Jim; danh tréng ngwe, nhip tim nhanh (rdt hiém gap). H6 hdp,
npguc, trung that: chiy mau cam, viém hong, viém mii (it gdp). Jidwhoa:
kho miéng (hiém gip). Non, dau bung, budn ndn, kho tiéu (rat hiém 2ap).
Gan méit: bt thuomg xét nghiém chirc ning gan (rat hiém gap). Da va mé
i da: may day, ban da, viém da, ngoai ban, cham (rat hiém gap). Sinh
san: roi loan kinh nguyét, dau bung kinh (rdt hiem gap). Khac: phu, suy
nhuge (rathiem gap).

QUA LIEUVA CACHXUTRI .

- Trigu chimg: Sirdyng thude qua liéu cé the ting nguy co gip phai cac tac
d6ng gdy an than vakhang muscarinic.

- Cich xir tri: Khong co thuce diéu tri diic hiéu. Rira da day, theo doj sinh
higu va diutri triéu chimg.

LUUY . =
Khong ding thudc quéliéu chidinh.

Khéng diing thuoc quit han diing ghi trén bao bi.
Déxatam tay tréem.
Doc ky huéng din sir dyng trude khiding,

BAOQUAN
Noi khd, dudi 30°C. Tranh anh sang.

HANDUNG )

36 thang (ké tirngay san xut).

TIEU CHUAN
Tiéuchudneoso

NGAY XEM XET SUA pOI1, CAP NHAT LAIL NQI DUNG HUGNG

DANSUDUNG THUOC

—

CONG TY TNHH L1EN DOANH HASAN - DE M
L4 B, Buong s 2, KCN Bong An, Binh D

CONG TY
: TNHH
LIEN DOANH

HASAN
DERMAPHA

TONG GIAM BOC
0S8 Gein Link %ﬁ&nﬂq



