DOC KY HUONG DAN SU’ DUNG TRUO'C KHI DUNG

IMEXOFEN®60

VIEN NEN BAO PHIM

THANH PHAN:

M&i vién nén bao phim chira: Fexofenadin hydroclorid ........................ 60mg
Ta dwoc: Cellulose vi tinh thé, Lactose monohydrat, Natri croscarmellose,
Magnesi stearat, Hydroxypropyl methylcellulose, Macrogol, Titan dioxyd, Oxyd
satdo, FD&C yellow 6 lake.

DANG TRINH BAY:
Hop 3 vix 10 vién nén bao phim.
DUQCLUC:
Fexofenadin la thuéc khang histamin thé hé thir hai, thudc nhém thudc khang di
trng khéng gay budn ngl. Fexofenadin co6 tac dung dbi khang dac hiéu va chon
loc trén thu thé Hi1 ngoai vi. Thudc 1a mét chat chuyén hoa cé hoat tinh cla
terfenadin nhwng khong con ddc tinh trén tim do khong (rc ché kénh kali lién
quan dén sy tai cuc té bao co tim. O’ liéu diéu tri, fexofenadin khong gay ngli hay
anh huéng dén than kinh trung wong. Thubc cé tac dung nhanh va kéo dai do
thudc gan cham vao thu thé Hi, tao thanh phirc hop bén vikng va cham tach ra
khéi thy thé.

DUQCDONGHOC:

- Fexofenadin héap thu t6t qua dwéng udng. Sau khi ubng mét vién nén 60 mg,
ndng do dinh clia thuoc trong méu dat khoang 142 nanogam/ml sau 2 - 3 gio'.
Thire &n lam gidm ndng d6 dinh trong huyét twong khoéng 17% nhwng khéng
lam cham thoi gian dat ndng do dinh ctia thude.

~ Khoang 60 - 70% thudc lién két véi protein huyéttwong. Thé tich phan bé 14 5,4
- 5,8 lit/kg. Chua ré fexofenadin cé qua nhau thai ho&c bai tiét vao siva me hay
khong nhung khi duing terfenadin da phéat hién duoc fexofenadin - chat chuyén
hoéa cé hoat tinh cua terfenadin trong stra me. Fexofenadin khéng qua hang
rao mau nao.

- Khoang 5% liéu dung clia thuéc dwoc chuyén hoa. Trong d6, khoang 0,5 -
1,5% thubc dwoc chuyén hoa & gannhd hé enzym cytochrom Paso thanh chét
khéng c6 hoat tinh va 3,5% thuéc duwoc chuyén héa thanh dan chét ester
methyl nho hé vi khuan rudt.

- Thoi gian ban thai clia fexofenadin khoang 14,4 gid va kéo dai & ngudi suy
than. Thubc thai trir cha yéu qua phan, khoang 11 - 12% liéu dung dwoc thai
trlr qua nudc tiéu & dang khong doi.

CHiDINH:

Diéu trj triéu chirng trong viém mii di ('ng theo mua, may day man tinh vé can &

nguwoilén vatré emtrén 6 tudi.

CHONG CHiDINH:

Ma&n cam véi bat ky thanh phan nao cta thube.

TAC DUNG KHONG MONG MUON:

- Thuong gdp, ADR>1/100
+ Thankinh: budn ngti, mét méi, dau dau, mat ngd, chéng mét.

+ Tiéu hoa: budn non, khé tiéu.
+ Khac: dau bung kinh, nhiém virus (cdm, ctim), nhiém khu&n dudng ho hap
trén, ngtra hong, ho, sbt, viem tai gitra, viém xoang, dau lung.

- ltgap, 171000 <ADR < 1/100
+ Thankinh: so hai, réiloan gidc ngt, &c méng.

+ Tiéu hoa: khé miéng, dau bung.

- Hiém gép, ADR < 1/1000
+ Da:ban da, may day, ngtra.

+ Phan (rng qua man: phu mach, ttrc nguc, kho thé, dé birng, choang phan vé.

Hwéng dan cach xuv tri ADR:

ADR cuia thubc thudng nhe, chi 2,2% ngui bénh phai ngirng thuéc do ADR clia

thudc.

Théng bao cho bac si nhirng tac dung khéng mong muén gap phai khi st

dung thuéc.

LIEU LUQNG - CACHDUNG:

Cach dung:

Uébng nguyén vién thudc. C6 thé udng thude trwée, trong hodc sau biva an.

Liéu lwong:

- Liéu dung théng thuwong: TKH0021-1

Viém mdi di tng:

+ Nguoi I6n va tré em trén 12 tudi: 60 mg x 2 Ian/ngay hodc 180 mg x 1
1an/ngay.

+ Tré em tir 6 dén 12 tudi: 30 mg x 2 1an/ngay.

Mé day man tinh v cén:

+ Nguwoilén vatré emtrén 12 tudi: 60 mg x 2 lan/ngay.

+ Tré em tir 6 dén 12 tudi: 30 mgx2 lan/ngay.

Nguoi suy thén va nguoi cao tudi:

+ Nguoilon vatré em trén 12 tudi bi suy than, ngudi cao tudi: bat dau dung tr
li&u 60 mg uong 1 Ian/ngay, didu chinh liéu theo chirc ndng than.

+ Tré em tr 6 dén 12 tudi bi suy than: 30 mg x 1 1an/ngay.

Nguoi suy gan: khong can didu chinh liéu.

- Ham lwgng cla Vién nén bao phim Imexofen 60 khong thich hop st dung
chotré tr 12 tudi tré xudng.

THAN TRONG:

- Thuéc khéng c6 déc tinh trén tim nhw terfenadin nhwng van can than trong
theo doi khi dung fexofenadin cho ngudi cd nguy co tim mach hodc nguwdi da
co khoang Q-T kéo dai tir trrvdre.

- Khong tw dung thém thuéc cdm hodc thubc khang histamin nao khac khi dang
str dung fexofenadin, trir khi c6 chi dinh clia bac sy.

- Cén than trong va diéu chinh liéu thich hop khi str dung thudc cho ngudi co
chrc ndng than suy giam.

— Than trong khi dung thuéc cho ngudi cao tudi (trén 65 tudi).

- Do antoan vatinh hiéu qua ctia thudc & tré em dwoi 6 tudi chwa dwoc xac dinh.

- Can ngung fexofenadin it nhat 24 - 48 gi¢r trwdre khi tién hanh cac thi nghiém
khang nguyén tiém trong da.

- Phu ni¥ mang thai: Chwa co nghién ctru day du v& viéc st dung fexofenadin
cho phu n& mang thai. Do d6, chi dung fexofenadin khi loi ich cho me vuwot tréi
nguy co dbi vai thai nhi.

- Phu ni¥ dang cho con bu: sy bai tiét clia thudc vao sira me chwa duoc xac
dinh vi vay can than trong khi st dung fexofenadin cho phu nir dang cho con
bu.

- Tac dong ctia thudc 1én kha nang lai xe va van hanh may méc: do thuéc co
&nh huwéng dén than kinh trung wong nén can than trong khi dung fexofenadin
cho nguwoi dang lai xe hoac van hanh may méc.

TUONG TAC THUOC:

— Erythromycin va ketoconazol lam tang ndng do fexofenadin trong mau, tuy
nhién twong tac nay khéng cé y nghta vé méatlam sang.

- Céc thuéc khang acid chira nhém, magnesi lam gidm hép thu fexofenadin. Vi
vay, nén dung cac thuéc nay cach nhau khoang 2 gio.

- Nong do fexofenadin c6 thé bi tdng do verapamil, cac chét (rc ché p-
glycoprotein.

- Fexofenadin cé thé lam tdng ndng dd cdn, cac chat an than hé than kinh trung
wong, cac chat khang cholinergic.

~ Fexofenadin co thé 1am gidm nong dé cac chat (rc ché acetylcholinesterase (&
than kinh trung wcmg) betahistidin.

- Fexofenadin c6 thé bi gidam ndng d6 bdi cac chét trc ché acetylcholinesterase
(& than kinh trung wong), amphetamin, rifampin.

- Tranh st dung fexofenadin chung vOi nwdc ép trai cay (tdo, cam, bwdi) vi co
thé lam giam sinh kha dung ctia thuéc.

QUA LIEU VA CACH XU’ TRi:

- Triéu chirng: budn ngd, chéng mét, khé miéng.

— Xt tri: khong co thude gidi doc d&c hiéu. Nén st dung cac bién phap théng
thwong dé loai bé thude chwa hap thu & dng tiéu hoa. Didu tri hd tro va diéu tri
triéu chirng.

DE XATAM TAY TRE EM.

NEU CAN BIET THEM THONG TIN, XIN HOI Y KIEN BAC SI.

HAN DUNG: 24 thang k& tir ngay san xuét.

BAO QUAN: dwéi 30°C, tranh dm va anh sang.

San xuét tai: TKH0021-1
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