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Rx Thuoc bian theodon

BLOSATIN

Vién nén bao phim

THANH PHAN
- Dirge chat:
Blosatin 10: Ebastin 10mg

Rlosartin 20: Ebastin 20mg |
Té dwge: Lactose monohydral. cellulose vi tinh thé 101, natri

croscarmellose, povidon K30, natn Laury] sulfat, magnesi stearat, HPMC
615, HPMC 606, PEG G000, ntan dioxyd . rale

DUQCLYCHQC _
Phi{-:{lﬂgi durge Iv: Thude khang stamin H,
MAATC: ROGAX22

Co ché tac dyn _ . S b . .-
. Ibastin 14 dan chat pipeniden, thuge nhém thude dii khiing thy thé H, the

hé thir hai tdc dong kéo dii, khong ¢d tie dong an thin hodic hoal tinh
muscannic dang ke,

- Thuy thé histamin H, dong vai tro trong sie gidn mach, ting tinh thim mao
mach, gy ra cic phan ung ngua trén da v ¢6 thé co cor tron & phé quan
hodc ong tiéu hoa

DUQC DONGHOQC .

. Hip thu: Ebastin duge hap thu nhanh chong qua dudmg tidu hoa. Sau khi
uong licu dom 10 mg, nong d¢ dinh trong huyét tuong dat duge khoang 80

- 100 ng/'ml sau 2 -4 gy, Trang thii cin bing dat duge sau 3 - 5 ngdy khi
dung hiéu 1ip lar 10 me/laningay von nong dg dinh trong huydét tuong 130
160 ng/ml. Sir dung thudc van bira dn giidu chat béo lim ting khoang 507
gid t AUC chatchuyén hoa chinh (carebastin) cuachastin,

- Phin bé: Ebastin va carebasun lién ket manh van protein huyet tromg (=
90%), chura ré thude co qua duge sira me hay khang.

- Chuyén héa: Sau khi udng, ebastin duge chuyén hoa Lin diu qua gan
manh, tao thanh chat r:hug,.'f}n hoa ¢o hoat tinh carebastin, Nghién ciu in
vitro cho thay qua trinh chuyén hia ebastin thanh carebastin chi yéu thong
qua CYP450(2)2. 4F 12 va3A4).

- Thai trir: Khoang 66% cic chat chuyeén hoa duge diao thin qua nude tidu
dudn dang lién hop. Thin gian bian thai cua chat chuyén hoa carcbastin
kKhoang 15 - 19 mao.

Dirgre dgng hoc trong mgt i tracerng hprp liam sang dic bige:

= Ngieoi cao o Cac thong so duoc ding hoe & ngud cao tuon khong thay
doi so von ngun tre.

= Benh nhan suy than: Thin gian ban thar cua carcbastin ting (23
bénh nhin suy than

= B¢nh nhan suy gan: Thin gian ban thar cua carebastin ting (27 guor) o bénh
nhin suy gan.

QUY CACH DONG GOI

- Hop03 vix 10 vién nénbao phim. Vibim Al - PVC trong

- Hop O3 vix 10 vién nén bao pham. Vibam Al - PVC trong

- Hop 10vix 10 vién nén bao phim. Vibam Al - PVC trong

CHIDINH

- Dieutn tri¢u chimg viém mili dj imyg theo mia, viém mii dj img dai ding

- Diéutry may day

LIEULUQNG VA CACHDUNG

Liéu lugng

- Nguoi lon vatre em = 12 _

+ Dicu try viém mili dj img theo maa, viem mii dj tmg dai dang: 10 - 20
m gifl:'mfngiy_

= Dicutrymayday: 10 ﬂlg'|5u'ngaf_

- Tinhan toin va h¢u qua kh sirdung ebastin o tr¢ em < 12 woi chwra duge
chimg minh.

Cichdiang _

Dang duomg uong, c6 thé uéng thude tnede, trong hodc sau biradn,

CHONG CHID|NH |

- Qud man vin ebastin hodc v b k ¥ thanh phin nao cua thuoe

- Suy gan ndng.

THANTRONG VA CANH BAQ | _

- Cic thuoe khing histamin thé hé 2 nhur ebastin han ché tae dong an thin
hojdc hogt tinh muscaninic, tuy nhién mirc do han che cac tac dong trén
gram di khi sir dung liéu cag hom liéu khuyen cao. Mot so bénh nh}ﬁn khi
dI'EIL! I v cic thudc khang histamin khong 6 tic dgng an than van gip
phai tic dung gdy buon ngu. Tac dong trén timg ca the 1a khic nhau vi ¢6
Ih-l:-."li-'i‘: dinh duge sau vin lin diy ¢ dung thudc.

= Thi'f‘ trong khisu dung ebastin abénh nhin co khoang QT kéo din, ha kah

huyét, sirdung dong thin vin cic thude kéo dii khoang QT hojic cde thuoe
e che enzym gan (CYP450 232, 4F12, 3A4) nhu thuoe khang nam

26 g o

imidazol hodc cic khang sinh nhom macrohd.

- Donguy eo tuemg tic dong hoc v thuoe khang nam imidazol { hu.'lmlzmhuﬂl.
itraconazol), khing sinh macrolid (erythromycin). thuoe khing lao
(nfampicin). Can thin trong khi phii hop ebastin vin cac thuoc trén.

Thin trong khi sir dung & bénh nhin suy thin ning hodc suy gan ning,

Che phiam Blosatin ¢6 chira ta durge lactose, khong su dung a bénh nhan co
cac roi loan di truyén hiém gap vé khong dung nap galactose, thicu hut
Lapp lactase hojic roi loan hf]p thu glucose - galactose

SUDUNG CHO PHUND MANG THAI VA CHO CONBU

Phy nirmang thai _

Cée nghién ciru tién lam sang cho thily thuoe khong gay doc tinh trén sinh
san ¢ dong vit. Do khong du dit 1iéy ket luan vé tinh an toan khi s dung
ehastin & phy nir mang thai, khiing khuyen cdo sir dung thuoc o nhom dos
lwrgmg nay )

Phy nircho con hi
Chara xdc dinh duge ebastin ¢6 tiét vao sira me hay khiong, B¢ trinh cic
nguy cor co the xay ra cho tre, khing khuyen cio sir dyung ebastin & phy nir
cho con bi.

ANHHUONG CUATHUOC DOIVIICONG VIEC
Sur dung chastin ¢ licu digu trj khong gay anh huong dén khi ning tap
trung Vi viin dong. Tuy nhién, tic déng cua thuoc trén nmg ca thé co the
khic nhau va cling di cd bio cdo vé cac tic dong giy buon ngu, chong mat
o mit s0 bénh nhin. Neu gip phar céc tac dung khong mong mudn trén,
khiang nén lai xe, vin hanh may moc, lam viée trén cao hodc cac tnromg
hop khac

TUONG TAC CUA THUOC VO CAC THUOC KHAC VA CAC LOAI

TUONGTAC KHAC

Thiae  khang nam  imidazol  fketoconazol, r_rmf'nm::nf ), khang sinh
macredid f{'n'{lm:-irrn ci): Lam ting néﬁrng do huyet emg cua chastin, co theé
gdy nguy co roi loan nhip thit a mdt so bénh nhan 6 khoang QT kéo din
Rifampicin: Co the lam giam nong d huyét trong va higu qua diéu try cua
thuoe khiang histamin. J

- Khong co tuong tic gira chastin van cac thuoe nhar theophylin, warfann,
cimetiding diazepam v rugu

TAC DUNG KHONG MONG MUON _ |
Cic tic dung khéng mong muon duge phan nhom theo tan suat: rat thuong
gip (ADR = 1/10), thuémg gip (1100 < ADR < 1/10), 1t gip (1/1000 <
ADR < 1/100), hiém gip (1/10000 < ADR < 1/1000) va rat hiém gip
(ADR < 1/10000) ; | _
Roi loan tam than: cang thing, mat ngu (rat hiem gip). Than kinh: huErIn
ngu (hiém gip); chong mdt, giam cam gide, dau dau, mat cam gidc (rat
hiem gdp). Tim: danh trong ngye, nhip tim nhanh (rat hiém gip). He hap,
ngec, trung that: chay mau cam, viém hong, viém mi (it gip). Tiéu hoa:
kho miéng (hiém gip). Non, dau bung, budn non, kho tiéu (it hiém gip).
Cran me: bat thuong xét nghiém chure ning gan (rat hiem gip). Da va mo
drecri dda: miy day, ban da, viém da, ngoai ban, cham (rit hiém gip). Sink
san: rol loan kinh nguyét, dau bung kinh (rit hiém gap). Khae phu, suy
ahuge (rit hiém gip)

QUALIEUVACACHXUTRI

- Tri¢u chimg: Sur dung thudc qua hiu co thé ting nguy co gdp phai cac tac
dong gdy an than va khang muscannic

- Cach xar tri: Khong co thuoc dicu tn diic hi¢u. Rua da day, theo déi sinh
hi¢u vadiéu tn trigu chimg.

LUUY
Khing ding thuoe qui licu chidinh,

Khing diing thuoe qua han diang ghi trén bao bi.
Dé xa tdm tay tré em.
Dgc k¥ hudng dan s dung tririre khi diing.

BAO QUAN
Nt kho, dum 30°C. Tranh anh sang.

HANDUNG _

36 thang (ke trngay san xuat)

TIEU CHUAN
Ticu chudn coso.

NGAY XEM XET SUA DOL, CAP NHAT LAI NOI DUNG HUONG

DANSUDUNG THUOC
Neay 22/02/2018
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