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THANH PHAN: M3i vign nén dai bao phim chia
Fexofenadin hydrociorid 120 mg
T4 dugc wira 4. .. 1 vién

CHI BINH: Didu tri trigu ching trong viem md di
dng theo mia, may day man tinh vb cln & ngud
idn va té em trén 6 tudl

BAO QUAN: Noi khd mat, nhiét do dudl 30°C,
tranh dnh sang
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TO HUGNG DAN SU DUNG THUOC
FEXOfenadin 120 GMP-WHO
Vién nén dai bao phim
THANH PHAN: M3i vién nén dai bao phim chisa
Fexofenadin hydroclorid................. ..120 mg
T4 dugic vija di .. ceennen ] VIBN
(T4 dugc gém: Tmh bot mi, celluose vi !Inh thé unh hOt tlén hﬁ héa pnwdon polyerhylen glycol 5000 g!ycenn sodium
starch glycolate, magnesi stearat, silicon dioxyd, hydroxypropylmethyl cellulose, titan dioxyd, talc).

DANG BAO CHE: Vién nén dai bao phim.
QUY CACH BONG GOI: Hop 1 vi x 10 vign
CHi DINH: Diéu trj triéu ching trong viém mii dj ing theo mila, may day man tinh v8 cin & ngudi 1on va tré em trén 6 tudi.
CACH DUNG & LIEU DUNG: Viém mii d] ing: Ngubi l6n va tré em trdn 12 twdi: USng 1 visn/ngay. May day mang tinh v
cn: Ngubi 6n va tré em trén 12 tudl: Udng 1 vién/ngdy. Noutii suy gan: Khéing can diéu chinh lidu.

Hodc theo sy hudng din ciia thdy thudc.
CHONG CHI BINH: Qui mén cam vii fexofenadin.
THAN TRONG KHI DUNG THUGC: Tuy thudc khong co doc tinh trén tim nhu chdt me terfenadin, nhung vin cdn phal than
trong theo dai khi ding fexofenadin cho ngudi dd co nguy cd tim mach hodc d3 c¢6 khodng Q-T kéo dai tif truGc. Ngudi bénh
khong nén ty ding thém thudc khang histamin ndo khdc khi dang sif dung fexofenadin. C4n thin trong va diéu chinh liéu
thich hgp khi ding thudc cho ngui co chic ndng than suy gidm vi ndng d4 thudc trong huyét tuong ting do nita doi thai trir
kéo dai, DY an toan va tinh higu qui clia thudc § tré dudi 6 tudi chua xdc dinh duge.
Ngudi cao tudi: Cin than trong khi diing thudc cho ngudi cao tudi (trén 65 tudi) thudng 6 suy giam sinh 1y chilc nang than.
Ngudi mang thai: Do chua c6 nghién ciu ddy di trén ngudi mang thai, nén chi ding fexofenadin cho phu nif mang thai khi
Igi ich cha me vugt trdi nauy co d6i vai thal nhi.
Ngutdi nugi con bd: Khdng 1o thudc co bai tiét qua slia hay khoing, vi vdy cdn than trong khi ding fexofenadin cho phy nif
dang cho con bu.
Tac ding cda thude khi 14i xe va vén hanh may mdc: Tuy fexofenadin it gdy budn ngl, nhung van cin thin trong khi lai xe
hogc digu khién may mdc doi hoi phdi tinh to.
TUONG TAC THUBC: Ding ddng thoi thudc véi ketoconazol hodc erythromycin s& 1m tang ndng do fexofenadin trong huyét

tuong. Thubc khang acid chia nhdm, magnesi néu ding ddng thei voi fexofenadin s& lam gidm hap thu thudc, vi vay phai

ac thudc nay cach nhau (khodng 2 gid).
G KHONG MONG MUON: Trong céc nghién cilu Iam séng co kiém sodt, 11 Ié gap tic dung khdng mong mudhn &

Bu ding, tudi, gidi vd chling tgc clia bénh nhan, Thudng gdp: Budn ngii, mét mdi, dau ddu, mat ngi, chong mat.
6 tiéu. Nhigm virus (cAm,cdm), dau bung kinh, nhifm khuin hd hip trén, ngia hong, ho, sdt, viem tai gida,
0, dau lung. Jt gdp: Sg hai, r6i loan gidic ngl, dc mong. Kho miéng, dau bung. Hiém gip: Ban, may day, ngia.
~/.- , tlic ngyc, khd thd, do bimg, chodng phan vé.

i tri: Céc téc dung khong mong mudn cla thudc thubing nhe, chi 2.2 % ngudi bénh phai ngiing thudc do céc tic dung
KAdng mong mudn clia thuic.
Thing bao cho bac sj nhilng tic dung khiing mong mudn gip phdi khi si dung thudc.
DUGC LYC HOC: Fexofenadin 14 thufic khang histamin the hg hai, c6 tic dung dbi khing dac hiéu va chon loc trén thy thé Hi
ngoai vi. Thudc 12 mdt chit chuyén hoa co hoat tinh clia terfenadin nhung khong con ddc tinh &l vdi tim do khang e ché
kenh kall lign quan d&n su tai cyc t& bao co tim. Fexofenadin khong co tac dyng dng ké ddi khang acetylcholin, ddi khang
dopamin v khong cd tic dung ifc ché thy thé alpha: hodc beta-adrenergic. O liéu diéu tri, thudc khang gay ngil hay dnh
hubng dén thin kinh trung wong. Thudc cd tac dyng nhanh va kéo dai do thudc gdn cham vao thy thé Hx, tao thanh phic hop
bén viing va tach ra cham.
DUGC PONG HOC: Thudc hap thu tt khi ding dung udng. Sau khi udng 1 vién nén 60 mg, ndng dd dinh trong méu khodng
142 nanogam/ml, dat dugc sau 2 - 3 gib. Thic an 1am gidm ndng dd dinh trong huy8t tudng khodng 17% nhung khdng lam
chdm thdi gian dat ndng dd dinh cla thudc. Ti I8 lién ket voi protein huyét tuong clia thudc 1a 60 - 70%, chil yéu 2 voi
albumin va alphas-acidglycoprotein, Thé tich phan bé 13 5.4 - 5.8 lit/kg. Khang rd thudc co qua nhau thai hodc bai tiét vio sia
me hay khdng, nhung khi ding terfenadin g3 phat hién dugc fexofenadin 12 chat chuy8n héa clia terfenadin trong siia me.
Fexofenadin khong qua hang rao mau-ndc. X&p X1 5% lidu ding clia thudc dudc chuyén hoa. Khodng 0.5 - 1,5% dude chuyén
hda & gan nhd hé enzym cytochrom Paso thanh chat khdng cd hoat tinh. 3,5% dugc chuyén hoa thanh din chat ester methyl,
chil y&u nhd hé vi khuin rugt. Nla dai thai tri cla fexofenadin khodng 14.4% gid, kéo dai hon d ngudi sy than. Thudc thai
trif chll yéu qua phan (xap xi B0%), 11 — 12% lidu ding dugc thai tril qua nutic tiéu duti dang khong ddl.
Qud 1idu va xit tri: Tridu ching qué liéu: Chng mat, budn gl va knd migng da duge bao cio.
Cach xif tri: S dyng céc bign phdp théng thudng d€ loai b phdn thudc chua duge hdp thu & dng tiéu hoa. Bidu tri hd trg va
diéu tr] trigu ching. Tham phan méu lam gidm ndng d4 thudc trong mau khang dang k& (1,7%). Khdng cd thudc gidi doc dic
higu.
BAO QUAN: B thuSc ndi kho mat, nhigt dg dusi 30°C, trinh anh sdng.

D thufic xa tAm tay tré em.

HAN DUNG: 36 thang ké tif ngay san xut,
TIEU CHUAN AP DUNG: Tiéu chudn co s3
Doc ky hudng dén trude khi ding
N&u cdn thém théng tin, xin hoi § kién cia bic si
Théng bdo cho bac sy nhifng tac dung khang mong mudn gdp phai khi st dung thudc.
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