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‘HlEu QUA CAC TRIEU CHUNG

® Viém mii di ing

Ieliast BD

Tailiéu nay c6 2 trang. Xem phan thong tin san pham trang 2.
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TEN THUOC: Telfast BD

THANH PHAN: Moi vién nén bao phim chira:

Fexofenatinthydroclorids .. i o s 60 mg

Ta duoc: microcrystalline cellulose (avicel pH 101, avicel pH 102), pregaiatinized maize starch, croscarmellose natri, magnesi stearat, hypromellose E-5,
hypromellose E-15, titan dioxyd, povidon, colloidal anhydrous silica, macrogol 400, han hep pink iron oxyd (PB1254), hon hop yellow iron oxyd (PB1255).
TRINH BAY: Vién nén bao phim, mau hang nhat, hinh oval, hai mat 16i, mot inat tran, inat kia khac 56 "06".

QUY CACH DONG GOI: Hop 1 vi x 10 vién nén bao phim.

CHI DINH: Diéu tri viem mai di ting theo mua va cac bieu hién ngoai da khong bien chiing cua may day vé can man tinh 6 ngui In va tré em tir 12 tuoi trg
[én. Thudc lam gidm ngua va so luong dat may day mot cach dang ké.

LIEU DUNG Nguoi ldn va tré em tir 12 tudi trd 1én: Liéu khuyén dung cta Telfast BD 60 mg la 1 vién x 2 lan moi ngay. Nguoi suy than: Liéu khai dau khuyén
dung la 1 vién 60 mg moi ngay. Nguai suy gan: khong can diéu chinh liéu. Nguai cao tudi: khong can diéu chinh liéu, ngoai trir co suy giam chiic nang than.
CACH DUNG Thuéc dung duong udng véi nudc va trudc bira an. Khong uéng thudc véi nudc hoa qua (nhu cam, budi, tao)

CHONG CHi BINH: bénh nhan o tién st di (g vai bat cir thanh phan nao clia thuoc. PHU NU €O THAI: Chua co nghien ctru day du trén ngudi mang thai, nén
chi dung fexofenadin cho phu nir mang thai khi lgi ich cho me vuat tri nguy co doi vai thai nhi. NUOI CON BANG SUA ME: Khang rd thudc co bai tiét qua sira
hay khong, vi vay can than trong khi dung fexofenadin cho phu nir dang nuéi con bang sia me.

CACDACTINH DUGC LUCHOC, DUGC DONG HOC

Tinh chat dugc luc hoc

Fexofenadin la thuoc khang histamin thé he hai, co tac dung doi khang dac hiéu va chon loc trén thu the histamin H1 ngoai bién. Fexofenadin la chat chuyén
hoa co hoat tinh cta terfenadin nhung khong con doc tinh doi véi tim do khong tic ché kénh kali lién quan dén su tai cuc té bao ca tim. Fexofenadin khong co
tac dung ddang ké khang cholinergic hoac dopaminergic va khong 6 tac dung tic ché thu thé alpha-1 hoac beta adrenergic. O liéu diéu tri, fexofenadin khong
gay budn ngu hay anh hugng dén hé than kinh trung uong. Thuoc co tac dung nhanh va keo dai.

Tinh chat dugc dong hoc

Hap thu: Fexofenadin dugc hap thu tot khi dung duong uong va bat dau phat huy tac dung sau khi uong 60 phit. Nang do dinh trong huyeét tuong dat duoc
sau 2-3 gio. Viec su dung dong thoi fexofenadin vai ché do an nhiéu chat béo lam giam AUC va Cmax ctia fexofenadin lan luot la 21% va 20%.

Phan bo: Khoang 60-70% fexofenadin gan két vai protein huyét tuong, cha yéu vai albumin va alpha-1 acid glycoprotein. Khong ro thudc co qua nhau thai
hoac bai tiét vao sita me hay khong. Fexofenadin khong qua hang rao mau nao.

Chuyén hoa: Fexofenadin rat it bi chuyén hoa (khoang 5%, chi yéu & niém mac rudt. Chi khoang 0,5-1,5% liéu dung duoc chuyén hoa ¢ gan nha hé enzym
cytochrom P450 thanh chat khong co hoat tinh).

Thai trir: Thoi gian ban thai trung binh cua fexofenadin khoang 14,4 gio, keo dai hon (31-72%) 6 nguai suy than. Thudc duoc thai trir dudi dang khong doi chu
yéu qua phan khoang 80%, va 11% qua nudc tiéu.

THAN TRONG KHI DUNG THUOC

Can than trong va diéu chinh liéu thich hap khi dung thuac cho nguai co chiic nang than suy giam vi nong do thuoc trong huyét tueng tang do thai gian ban
thai keo dai. Can than trong khi dung thuac cho nguai cao tudi (trén 65 tuoi) thuang cé suy giam sinh ly chiic nang than.

D0 an toan va tinh hiéu qua cua Telfast BD 60 mg chua dugc danh gia trén tré em dudi 12 tuoi.Khong tu y dung thém thuoc khang histamin H1 khac khi dang
s dung fexofenadin. Can ngung fexofenadin it nhat 24-48 gio trudc khi tién hanh cac thi nghiém khang nguyén tiém trong da. Dung fexofenadin lam bénh
vay nén tang len.

Anh hudng ciia thudc déi vdi cong viéc

Tuy fexofenadin it gay buon ngu, nhung van can than trong khi ldi xe hoac diéu khién may maoc doi héi phai tinh tao.

TUONG TAC CUA THUOC V1 CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC

Erythromycin va ketoconazol lam tang nong do fexofenadin trong huyét tuang nhung khéng lam thay déi khodng QT. Khong c6 su khdc biét vé tac dung khong
mong mudn dugc bao cao khi cac thuoc nay dugc dung riéng le hoac phoi hap.

Thuoc khang acid chira nhom va magnesi néu dung dong thoi vai fexofenadin sé lam giam hap thu thuoc, vi vay phdi dung cac thuac nay cach nhau khoang 2 gic.
Khong ghi nhan o tuong tac gitra fexofenadin va omeprazol.

Nong do fexofenadin co thé bi tang do verapamil, cac chat tic ché p-glycoprotein.

Fexofenadin co thé lam tang nong do con, cac chat an than hé than kinh trung uang, cac chat khang cholinergic. Tranh dung fexofenadin vai riuou vi lam tang
nguy cd an than (ngu).

Fexofenadin co thé lam giam nong do cac chat tic ché acetylcholoinesterase (6 than kinh trung uong), betahistin.

Fexofenadin co thé bi giam nong do bai cac chat tic ché acetylcholinesterase (6 than kinh trung wong), amphetamin, cac chat khang acid, nudc ép qua budi, rifampin.
Nudc hoa qua (cam, budi, tao) co thé lam giam sinh kha dung cta fexofenadin dén 36%.

TACDUNG KHONG MONG MUON

Cacnghién cuu lam sang c6 doi chung vai gia dugc cho thay ty 1é tac dung khang mong muén 6 nhém nguai bénh dung fexofenadin tuong tu nhu ¢ nhom
dung gia duoc. Cac tac dung khong mong muon cda thuoc khong bi anh hudng bdi lieu dung, tudi, gidi tinh va chtng toc cia bénh nhan.

Thuong gap (>1/100): Than kinh: Buon ngu (1,3 - 2,2%), mét moi, dau dau, mat ngu, chéng mat. Tiéu hoa: Buon non, kha tiéu. Khac: Dé bi nhiém siéu vi (cam,
cum), dau bung kinh, dé bi nhiém khuan ho hap trén, nga hong, ho, sot, viém tai gitra, viém xoang, dau lung.

It gap (>1/1.000, <1/100): Than kinh: S¢ hai, r6i loan giac ngu, ac mong. Tiéu héa: Khé miéng, dau lung.

Hiém gap (<1/1.000): Da: Ban da, may day, ngua. Phan ting qua man: Phu mach, tic nguc, kho thg, do bung, chodng phan ve.

Khong ro tan suat (khong thé udc tinh tur di liéu hién co): Tim mach: Tang nhip tim, hoi hop. Tiéu hoa: Tiéu chay.

QUA LIEU VA CACH XU TRI

Cac bdo cao vé qua liéu cua fexofenadin it gap va thong tin ve doc tinh cap con han ché. Tuy nhién, buén ngu, chong mat, kho miéng da duoc bao cao.

X triz St dung cac bién phap thong thuong dé loai bo phan thudc con chua dugc hap thu @ ong tiéu héa. Diéu tri trieu ching va nang da tong trang. Loc mau
lam gidm nong do thuoc trong mau khong dang ke (1,7%). Khong c6 thuoc giai doc dac hiéu.

HAN DUNG: 24 thang ké tif ngay san xuat.

BAO QUAN: ¢ nhiét do khong qua 30°C

Docky hudng dan sir dung trugc khi ding

NHA SAN XUAT: Cong ty Co Phan Sanofi Viet Nam, L6 I-8-2, duang D8, Khu cong nghé cao, phuong Long Thanh My, Quan 9, Tp. Ho Chi Minh.

Thong tin chi tiét xin lién hé:

Cong ty Co Phan Sanofi Viet Nam, Lo I-8-2, duong D8, Khu cong nghé cao, phudng Long Thanh My, Quan 9, Tp. HCM, BT +84 8 37337000.
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