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ién nén bao phim

FEFASDIN 60

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

THANH PHAN CONG THUC: : 1vién
Thanh phén dugc chét: Fexofenadin hydroclorid....ccceue.cereeeereecieesseessessinsensicnncsnenne 60 mg
Thanh phén ta dugc gém: Lactose, eragel (pregelatinized starch), avicel M101 (Microcrystallin
cellulose), arbocel 80, natri croscarmellose, povidon K30, magnesi stearat, aerosil (Colloidal
silicon dioxid), hydroxypropy! methylicellulose (HPMC) 2910, polyethylen glycol (PEG) 6000,
Talc, Titan dioxyd, Mau dhoondaht................. Ve e -..... 1Vién nén bao phim
DANG BAO CHE: vi&n nén bao phim

MO TA SAN PHAM: &lén nén bao phim mau héng, mdt mat cé gach ngang, mdt méat cé chit
KPC dugc dép tryc tlép trén matvién, canh va thanh vién lanh I&n

QUY CACH DONG GOI: Hop 1 vix 10 vién nén bao phim, Hop 10 vix 10 vién nén bao phim
CHIDINH:

Fexofenadin dugc chidinh ding diéu tri triéu ching trong viém mii di dng theo mua, may day
man tinh vé can & ngudiIén va tré em trén 6 tudi.

LIEUDUNG, CACH DUNG:

-Liéudung:

Liéu thong thudng cho ngudi I6n va tré em trén 12 tudi: 1vién x 2 |14n/ngay.

Ngudi gia va suy than:

+Tré em tUr 12 tudi trd 1én va ngudi I6n bi suy than, ngudi gia: Bt ddu dung liéu tir 1vién x 1
I&n/ngay, diéu chinhlifu theo chic nang than.

- Céachdung:dung du%ng udng

Khéng cé yéu cau daobiét vé xU Iy thudc sau khi st dung.

CHONG CHIDINH:. .

Qué man véi fexofenadm, terfenadin ho&c véi bat et thanh phén nao clia thudc.

CANH BAO VA THAN TRONG KHIDUNG THUGC:

Tuy thu8c khdng cé déc tinh trén tim nhu terfenadin, nhung van cén than trong d8i v6i ngudi da
c6 nguy cd tim mach hoac da cé khoang Q — T kéo dai ti trudc.

Khéng ty dung thém thudc khang histamin nao khéc khi dang st dung fexofenadin hydroclorid.
Than trong va diéu chinh liéu lugng thich hgp khi diing thudc cho ngudi ¢6 chic nang than suy
gidm, ngudi cao tudi (trén 65 tudi).

D6 an toan va tinh hiéu qua clia thudc & tré em duéi 6 tudi chua xac dinh dugc.

Cén nguing fexofenadin it nh&t 24 — 48 gid trudc khi ti€n hanh céc thlt nghiém khang nguyén
tiém dudida.

Thudc c6 chira té dugc lactose, khdng thich hgp véi bénh nhan bi thi€u hut men lactase, hdi
chung kém hép thu do thi€u hyt men galactose mau.

SUDUNG CHO PHY NU CO THAI VA CHO CON BU:

St dung thuéc cho phy ni ¢6 thai: Chua cd tai liéu nghién cliu day du trén ngudi mang thai nén
chidung fexofenadin cho phy ni mang thai khi Igi ich cho me vugt trdi nguy cd ddi véi thai nhi.
St dung thuéc cho phyu ni cho con bu:khéng rd thudc cé bai tiét qua sita me hay khdng, vi vay
nén can than trong khi ding fexofenadin cho phu nit dang cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Tuy fexofenadin hydroclorid it gy budn ngd, nhung van can phai than trong khi lai xe hoic diéu
khién may méc doi hdi phai tinh tao.

TUONG TAC, TUONG KY CUA THUGC:

Erythromycin va ketoconazol lam tang ndng do va dién tich dudi dudng cong néng dd — thdi
gian cla fexofenadin hydroclorid trong méau.
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Thudc khang acid chifa nhom, magnesi néu dung déng thsi véi Fexofenadin hydroclorid s&

lam gidm hép thu thudc, vi vay phai ding cac thudc nay cach nhau khoang 2 gid.

Do khong c6 cac nghién cliu vé tinh tudng ky, clia thuc, khdng tron 1an thudce nay véi cac thudc khac.
TAC DUNG KHONG MONG MUON:

Thudng gép: Budn ngli, mét méi, dau ddu, mat ngtl, chéng mat. Budn nén, khé tiéu. Nhidm
virus (cam, cim), dau bung kinh, nhiém khu&n hd h&p trén, ngua hong, ho, sét, viém tai giira,
viém xoang, dau lung.

ltgép: Sohai, réiloan gidc ngl, &c mong. Khé miéng, dau bung.

Hiém g&p: may day, ngtta, phit mach, tifc nguyc, khé thd, dd bung, choang phan vé.

*Huéng dan cach xirtri ADR:

Cac tac dung khong mong muén clia thube thudng nhe, chi 2,2% ngudi bénh phaingiing thusc
do céc tac dung khéng mong muén clia thuée.

QUA LIEU VA XU TRI:

Théng tin vé doc tinh cdp clia fexofenadin hydroclorid con han ché. Tuy nhién, budn nga,
chéng mat, khé miéng da dugce bao céo.

XU tri: St dung céc bién phap théng thudng dé loai bd phan thubc con chua dugc h&p thu & 6ng
tiéu hod. Diéu tri hd trg va diéu tri triéu chiing.

Th&m phan mau lam gidm ndng dé thudc trong méu khéng dang ké (1,7%). Khéng c6 thubc
gidi doc dac hiéu.

THONG TIN VE DUJC LY, LAM SANG:

1. Déctinh dugc luc hoc:

Nhom dugc ly: thudc khang histamin thé hé 2, d8i khang thu th8 H,. Ma ATC: ROBAX26
Fexofenadin HCI |a thu6c khang histamin thé hé hai, cé tac dung ddi khang dac hiéu va chon
loc trén thy thé H, ngoai vi. Thudc la mét chat chuyén hoé c6 hoat tinh cia terfenadin nhung
khong con ddc tinh déi vdi tim do khdng tc ché kénh kali lién quan dén sy ti cuc t& bao ca tim.
O liéu diéu tri, thudc khdng gay ngu hay anh hudng dén than kinh trung uong. Thuéc cé tac
dung nhanh va kéo dai do thudc gan cham vao thu thé H,, tao thanh phiic hgp bén viing va tach
racham.

2. Pac tinh dugec dong hoc:

Fexofenadin hydroclorid h&p thu t6t khi diing duéng udng va bat ddu phathuy tac dung sau khi
udng 60 phut. Néng dé dinh trong mau dat dudc sau 2-3 gid. Thuc &n giau chat béo l1am gidm
néng do dinh trong huyét tuong khodng 17% va kéo dai thdi gian dat ndng do dinh cla thudc
(dén khoang 4h). Tac dung khéng histamin kéo dai hon 12 gid. Ty Ié liénkét vGi protein huyét
tuong clia thuéc 1a 60-70%, chii y&u véi albumin va alpha,-acid glycoprotein. Khéng ré thudc
c6 qua nhau thai hodc bai tiét vao sita me hay khéng, nhung khi dung terfenadin da phat hién
dugc fexofenadin 1a ch&t chuyén hoa clia terfenadin trong sita me. Fexofenadin khéng qua
hang rao mau - ndo. Fexofenadin rat it bj chuyén héa (khodng 5%, chli y&u & niém mac rudt.
Chi c6 khoang 0,5-1,5% dugc chuyén héa & gan nhd hé enzym cytochrom P.., thanh chat cé
hoattinh). Khoang 3,5% liéu fexofenadin dugc chuyén héa qua pha Il (khéng lién quan dén hé
enzym cytochrom P,,,) thanh d&n ch&t methyl este. Chat chuyén héa nay chi thdy & trong phan
nén c6 thé co sy tham gia cla céc vi khudn dudng rugt vao chuydn héa nay. Nita ddi thai trir
cua fexofenadin khodng 14,4 gid, kéo dai hon (31-72%) & ngudi suy than. Thudc thai tri chil
yéu qua phan (xap x180%) va nudc tiéu (11-12%) dudi dang khéng déi.

Dugc déng hoc 6 ngudi suy than:

Cl.. 41-80 ml/phut: néng dé dinh cao hon 87%, nita ddi thai trir dai hon 59%

Cl.. 11-40 ml/phut: néng dd dinh cao hon 111%, nita ddi thai trit dai hon 72%

Cl. < 10 ml/phut (6 ngudi dang thyc hién thAm phan): ndng dd dinh cao hon 82%, nita ddi thai
trir dai hon 31% so véi ngudi khde manh.

Loai bd thdm phan mé&u khéng hiéu qua.

BAOQUAN - HAN DUNG:

Bao quan: Dudi 30°C. Noi khé rdo, tranh 4nh sang.

Han duing : 36 thang ké tif ngay san xuét.

Tiéuchuén: TCCS.

San xuat tai: §
CONG TY CO PHAN DUGC PHAM KHANH HOA

WHO - GMP Pudng 2-4, P.Vinh Hoa, TP Nha Trang, Tinh Khdnh Hoa




