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Fexostad 60

Tén thubec
Fexostad 60
Cac dau hiéu lru y va khuyé&n céao khi dung thudc
DE xa tam tay tré em

Boc ky huréng dan s dung trurée khi dung

Thanh phan céng thirc thude

Thanh phan hoat ch&t:
Fexofenadine hydrochloride
Thanh phin t& duoc:
Microcrystalline cellulose, pregelatinised starch,
colloidal anhydrous silica, magnesium stearate, hypr

6000, talc, titanium dioxide, yellow ferric oxide, red f
Dang bao ché

Vién nén bao phim.

Vién nén dai, bao phim mau da
Vién c6 thé bé doi.
Chi dinh

Fexofenadine duwoc chi dinh dung
theo mua, may day man tinh v ci
Cach dung, litu ding
Céch dang WS
Fexostad 60 dugc dung biing dudng udng, ¢6 thé ubng lic no hoac déi.
Liéu dung

Viém mai dj ing theo mua:

+ Tréemtir 6 — 11 tw6i: 30 mg x 2 lan/ngay.

+  Nguoi I6n va tré em tir 12 tusi tré 16n: 60 m

1 lan/ngay.

May day man tinh v6 cin:

+ Tréemtr 6 — 11 tubi: 30 mg x 2 lan/ngay.

+ Nguoi Ion va tré em tir 12 tubi trér lén: 60 m

1 lan/ngay.

Dan s6 dac biét:

+ Nguor suy gan: Khong can digu chinh ligu.

+ Nguoi cao tuéi: Khéng can digu chinh ligu, ngoai trir ¢6 suy gidm chirc nang

croscarmellose  sodium,
omellose 6 cps, macrogol
erric oxide.

gach, mdt mat khic vach, mét mat tron,

didu trj triéu chirng trong viém mai dj ing
N & nQudn 16m va tré em tir 6 i tréy 16n.

g x 2 l&n/ngay hoic 180 mg x

g x 2 lan/ngay hoic 180 mg x

than.
+ Ngudi suy than:
D6 loc cau than - : <
GFR (mi/phi) {90 ddng,

20-50 Ligu nhur ngudi binh thudng. Diing than trong.

10 - 20 Lidu nhu ngudi binh thudng. B3t dau véi lidu thép
nhét va tang lidu than trong, Vi lidu cao cé thé lam

<10 tang tac dyng an than & bénh nhan suy than néng.

Chéng chi dinh
Qud mén vGi bat ky thanh phan nao clia thubc.
Canh béao va thén trong khi dung thuéc
Sy an toan va hiéu qua cua fexofenadine hydrochloride trén tré em suy gan
hoac suy than chua duoc thiét |ap. Fexofenadine hydrochloride nén duoc sir
dung than trong trén nh(rng bénh nhan nay.
Bénh nhan c6 tién sr bénh tim mach can than trong khi dung thudc khang
histamine (bao gdm fexofenadine hydrochloride) vi cac tc dung khong mong
mubn c6 thé gap nhu nhip tim nhanh, danh tréng ngyrc. i
Str dung thubc cho phy n(r c6 thai va cho con bu
Phu n@ c6 thai .
Chza c6 nhrng nghién clru day di vé viéc dung fexofenadine hydrochloride &
phy nir mang thai. Nghién c(ru trén dong vat cho th&y khong co.su anh huQng
¢6 hai tryc tép hay gian tép dén thai ki, sy phat trién cua p‘)hOI.‘ thai, Fexofenadgne
hydrochloride khéng nén dung cho phy nG mang thai trir khi thyc sy can thiét.
Phy nlr cho con bu ] .
Chﬂa ¢6 di liéu fexofenadine hydrochloride dugc tiét qua s(ra me, Tuy nhién,
khi dung terfenadine cho phy n(r cho con bu, fexofenadine dugc !lr_n thdy trong
stra me. Vi vay, khuyén céo khéng dung fexofenadine hydrochloride cho phy
n( cho con ba.
Anh hwéng cia thubc 1€n kha niing 14i xe, vén hanh m’Ay méc k
Fexofenadine khéng c6 nhirng anh huéng dang ké trén chuc_ n&ng cta hé than
kinh trung wong. Piéu nay c6 nghia la bgnh nhan <_:é thé 14 xe ho§c lam céac
cbng viéc doi hoi sy tap trung. Tuy nhién, dé phat hlér} nhing ngudi man cam
6 phan Ung bét thuong voi thube, nén kiém tra dap (ng ca nhén truéce khi 14
xe hoac thyc hién céac cong viéc phuc tap.
Twong tac, twong ky cua thubc
Twong tac cua thubc )
Fexolgnadme khong chuyén hoa qua gan nén khong twong tac véi cac thube
duoc chuyén hoa qua gan. » ‘
Két hgp flxdenadme hydrochloride v6i erythromycin hodc keloconazglde_ Iaam
tang nong db fexofenadine trong huyét twong l1én 2 - 3 lan. Sy thayuﬁnl ::a();
khong lam thay d6i khoang QT va khong c6 tac dyng khong mong m
éc sl i rng thuée.
phat sinh so voi viéc str dyng riéng |é tirng )
Nghién ctru rén dong vat cho thay sy gia tang nbng dé trong huyéll lLr:r(lj%cuig
fexofenadine khi dung chung voi erythromycin Iuoati ketoconazole g
tang sy hap thu va gidm sy bai tiét mat qua duong tieu hoa.
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. Didu kién bao quan

' twong tac gitra fexofenadine hydrochloride va omeprazole. Tuy
ﬁll:i%'rzg f\gus "(ll(::\g lguﬁc Ehang acid chira nhém va magnesi hydroxid truéc
15 phhl. sinh kha dung ctia fexofenadine giam, c6 thé la do gidm hﬁpzthq;rong
dudng tiéu hoa. Do véy, nén ding cac thube nay cach nhau khoang 2 gior.

thubc

gmgn?c?:ac nghién ctru v@ tinh trong ky cha thude, khong tron 1An thudc
ndy véi cac thube khéc. e e G

ng khéng mong mu
;ﬂﬁ(l:(“::b?lg gép?ADR 2 1/10), thuérng gép (1/100 ADR < 1/19). itgdp (;/égog
< ADR < 1/100), hiém gap (1/10.000 s ADR < 1{1000), rat_ hiém ggp (
1/10.000), chura 16 tan sudt (khong thé uéc .tln‘h tr cAc dr liéu cé'sI n)é "
Cée nghién ctru 1am sang c6 d6j chirng v6i gia dugc cho thay ty & tac hun(g;
khong mong muén & nhém bénh nhan dung fexofenadine ur‘ong w r:( hu‘;
nhém ngudi dung gia dugc, Céc tac dung khan mong m'udn cua thudc khéng
bj &nh hudng bavi lidu dung, tudi, gioi tinh va ching tdc caa bénh nhan.
Thwong gép
Hé than kinh: Bau dau, budn ngu, chéng mat.
Tiéu héa: Budn nén.
It
To‘ﬁ)pthan va tai chd dung thube: Mét moi. _ ‘
Chuwa r6 tin sufit X :
Mién dich: Phan (rng qua man véi c4c bidu hién nhur phit mach, tie ngyre, khé
thd, dd mét va choang phan vé. ]
Tam than: Mat ngu, lo 1&ng, r6i loan gidc ngl hodc 4c mdng (triéu chirng
paroniria).
Tim mach: Tim dap nhanh, danh trng nguc.
Tiéu héa: Tiéu chay.
Da va cc m6 dwéi da: Phat ban, may day, ngira.
Huwéng din cdch xdr trf ADR
ADR ctia thuSc thuding nhe, chl 2,2% ngudi bénh phai ngirng thudc do ADR
clia thudc.
Qua lidu va céch xur trf
Triéu chimg
Céc trigu chirng qua lidu clia fexofenadine hydrochloride duirge ghi nhan 1a
chéng mét, budn ngl, mét mdi va khd miéng. Lidu ding 60 mg ngay 2 |an trong
2 tuan dang cho tré em, lidu duy nh&t d&n 800 mg va 690 mg ngay 2 [an trong
1 thang hogic 240 mg, ngay 1 1an trong 1 ndm diing cho ngudi Ién durgc dung

nap t6t. Lidu dung nap t6i da cua fexofenadine hydrochloride chuwa duwgc xac
djnh.

X trl

Str dung bi¢n phap thong thuéng dé loai bd phan thubc chua dugc hdp thu &
dudng tiéu héa. DiBu trj triéu chimg va nang d&. Fexofenadine hydrochloride
khdng dugc loai bd bling phuong phap th&m phan mau.

Bic tinh dwere e hoe

Nhom duoc ly: ThuGc khang histamine dung toan than.

M& ATC: ROBAX26.

Fexofenadine |a thudc khang histamine c6 hoat tinh d6i khang chon loc véi thy
thé H, ngoai bién. Fexofenadine I1a chat chuyén héa cé hoat tinh cla
terfenadine nhung khéng con doc tinh ddi véi tim do khong trc ché kénh kali
lién quan dén sy tai cyre & bao co tim, Fexofenadine khong c6 tac dung khang
cholinergic hodc dopaminergic va khong

' : €6 tac dung wre ché thy thé alpha-1

hodc beta-adrenergic. &' lidu didu trj, fexofenadine khong gay budn ngu hay

&nh huwdng dén hé than kinh trung wong. Thude cé tac dung nhanh va kéo dai.

Bic tinh dwec ddng hoc

Hép thu

Fexofenadine dwgc hép thu tét khi dung dudrng uéng. Sau khi udng 1 vién

fzso mg,.gang d% dinh trung binh trong huyét wong 1a 142 ng/ml, dat dugc sau
-3 gid. i

Phén bé

Khoaqg 60 - 70% fexqfenadine gan két v6i protein huyét trong, chd yéu la

aIpumm va alpha-1 acid glycoprotein. Khong 18 thudc c6 qua nhau thai hoac

bai tiét vao sra me hay khong. Fexofenadine khong qua hang rao mau nao.

Chuyén héa

Khoang 5% liu ding clia thudc dur

Q¢ chuyén héa. Fexofenadine duoc chuyén
héa khong dang ké qua gan (khoang 0,5 - 1,5% lidu dung).
Thaéi triv

Thoi gian ban thai trung binh cla fexofenadine 1a 14,4 gid, kéo dai hon &
nguoi suy than. Thude duge thai trir duébi dang khdng d6i chi yéu qua phan
. khoang 80%, va 11% qua nuéc tidu,
Quy céach déng g6i
VI 10 vién. Hop 1 vi.
Bigu kign bao quan, han dung, tiéu chuin chét lwong cla thudc

B4&o quan trong bao bl kin, noi khé. Nhigt 4 khdng qua 30°C.
Han dung

36 thang ké tir ngay san xuat.
Tiéu chuén chat lweng
USP,

Tén, dja chi clia co s& san xuét thudc
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