Olén nén bao phim

FEFASDIN 120

DE THUGC XA TAM TAY TRE EM.
POC KY HUSNG DAN SU DUNG TRUGC KHI DUNG.
THONG BAONGAY CHO BAC SY HOAC DUGC SY NHUNG TAC DUNG
KHONG MONG MUGN GAP PHAI KHI SU DUNG THUSC.
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY

THANH PHAN CONG THUC THUGC: 1vién
Thanh phan dugc chat: Fexofenadin HCl........ovovveveeereeeeeeeeeeerans 120 mg
Thanh phén ta duge gém: Tinh bdt mi, Lactose, Sodium starch glycolat (DST),
Povidon K30, Magnesi stearat, Hydroxypropyl methylcellulose (HPMC) 2910,
Polyethylen glycol (PEG) 6000, Talc, Titan dioxyd, Mau vang quinolein
1vién nén bao phim

DANG BAO CHE: vién nén bao phim

QUY CACH PONG GOI: Hop 1 vix 10 vién nén bao phim
Hop 10 vix 10 vién nén bao phim

CHIBINH:

Fexofenadin dugc chi dinh diing diéu tri triéu chiing trong viém mi dj ting theo

mua, may day man tinh vo c&n & ngudi I6n va tré em trén 6 tudi.

LIEU DUNG, CACH DUNG:

Liéu dung: Liéu théng thusng cho ngusi I6n va tré em trén 12 tudi: 1 vién/ngay.

Liéuthong thudng cho tré em tif 6 — 12 tudi: ¥ vién/ngay.

Ngudi suy than: Ngudil6n va tré em trén 6 tudi : % vién/ngay.

Nguai suy gan khéng can diéu chinh liéu.

Céch dung: dung dudng uéng

Khong c6 yéu cdu dic biét vé x(i 1y thude sau khi st dung.

CHONG CHi BINH:

Qué mén véi Fexofenadin hydroclorid.

CANH BAO VA THAN TRONG KHI DUNG THUGC:

Tuy thudc khéng cé doc tinh trén tim nhu Terfenadin, nhung van can than trong

d6i v6i ngusi da c6 nguy co tim mach hodc da cé khoang Q — T kéo dai tir trudc.

Khéng ty ding thém thudc khang histamin nao khac khi dang st dung

Fexofenadin hydroclorid.

Than trong va diéu chinh liéu lugng thich hop khi dung thudc cho ngudi cé chic

nang than suy gidm, ngudi cao tudi (trén 65 tudi).

D0 an toan vatinh hiéu qua clia thudc & tré em dudi 6 tudi chua xac dinh dudgc.

Can nguing Fexofenadin ft nh&t 24 — 48 gi& trudc khi tién hanh cac thli nghiém

khang nguyén tiém dudi da.
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SUDYNG CHO PHU NU CO THAI VA CHO CON BU:

S dung thubc cho phy nit ¢6 thai: Chua cé tai liéu nghién ctiu ddy dd trén ngusi
mang thai nén chi dung Fexofenadin cho phu nit mang thai khi Igi ich cho me
vugttroi nguy ca déi véi thainhi.

St dung thuée cho phu nit cho con bu: khong r5 thudc c6 bai tiét qua siia me hay
khéng, vi vay nén cén than trong khi dung fexofenadin cho phu nirdang cho con ba.
ANH HUGNG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Tuy Fexofenadin hydroclorid it gay budn ngd, nhung van cén phai théan trong
khil4i xe hodc diéu khién may.

TUONG TAC, TUONG KY CUA THUGC:

Erythromycin va ketoconazol lam tang néng doé va dién tich dugi tiing dudng
cong néng dé — thdi gian clia Fexofenadin hydroclorid trong mau.

Thudc khang acid chita nhém, magnesi néu diing déng thai véi Fexofenadin
hydroclorid s& lam giam hép thu thudc, vi vay phdi dung cac thuéc nay cach
nhau khoang 2 gid.

Do khong c6 cac nghién ctu v8 tinh tucng ky clia thuc, khong tron 1an thusc
nay vdicac thusc khac.

TAC DUNG KHONG MONG MUGN:

Thudng gap: Budn ngli, mét mdi, dau dau, mat ngl, chéng m&t. Budn nén, khé
tiéu. Nhidm virus (c&m, cuim), dau bung kinh, nhiém khuan ho h&p trén, ngia
hong, ho, s6t, viém tai gitta, viem xoang, dau lung.

ftgap: Sghai, réiloan gi&ic ngli, 4&c méng. Khd miéng, dau bung.

Hiém gap: may day, ng(a, pht mach, tlic nguc, khé thd, dd bing, choang phan ve.
*Hudng dan céch xir tri ADR:

Céc tac dung khéng mong muén cla thudc thudng nhe, chi 2,2% ngudi bénh
phainging thuc do céc tac dung khéng mong muéh cia thudc.

Luuy: Théng bao cho béc sy nhing tic dung khéng mong muén gap phai
khi sirdyng thuée.

QUA LIEU VA XU TRI:

Théng tin vé déc tinh c4p clia Fexofenadin hydroclorid con han ché. Tuy nhién,
buén ngd, chéng mat, khé miéng da dugc bao céo.

XU tri: S& dung céc bién phap théng thudng dé loai bd phan thudc con chua
dugc hdp thu & 6ng tiéu hoa. Diéu tri hd trg va didu tritriéu ching.

Thdm phan mau lam gidm néng d6 thudc trong mau khong dang ké (1,7%).
Khéng c6 thudc gidi doc dac hiéu.

BAOQUAN -HANDUNG:

B&o quan: Dudi 30°C. Nai khé rdo, tranh anh séng.

Han dung : 36 thang ké ti ngay san xuat.

Tiéuchudn: TCCS.

San xuat tai: \
CONG TY CO PHAN DUGC PHAM KHANH HOA
WHo-Gmp  Dudng 2-4, P.Vinh Hoa, TP. Nha Trang, Tinh Khanh Hoa




