D& xa tim tay tré em.

Boc kj hudng dén sit dung trude khi ding.

THANH PHAN CONG THUC THUGC

Thanh phén hoat chat

PRI Y sccisinmmasenonmasmomvnsineisy 180 mg

Thanh phén ta dugc: Tinh bt bién tinh, microcrystalline cellulose M101, sodium croscarmellose,
magnesi stearat, hypromellose 2910 (6cp), hypromellose 2910 (15cp), polyethylen glycol 6000,
titan dioxyd, oxyd st do, mau cam E110, talc

DANG BAO CHE: Vién nén bao phim.

Mb ta san phdm: Vién nén bao phim dai, mau hdng nhat, mot mat tron, mot mdt c6 vach ngang,
canh va thanh vién lanh Ian.
CHI DINH: Telfor 180 dugc chi dinh d& 1am gidm cac trigu chiing clia ndi may day man tinh ty phat
@ ngudi 16n va tré em tir 12 tudi trd 18n.

CACH DUNG, LIEU DUNG

Ngudi lén

Liéu khuy&n cdo ciia fexofenadin hydroclorid cho ngudi I6n 12 180 mg mdi ngay mot I14n trugc khi
an.

Fexofenadin 1a mdt chat chuy€n héa co hoat tinh dugc Iy clia terfenadin.

Tré em

Tré em tir 12 tudi trg 1én: Lidu khuy&n cao clia fexofenadin hydroclorid cho tré em tif 12 tudi trés lan
12 180 mg mdi ngay udng trudc bira an.

Tré em dudi 12 tudi: Higu qua va do an toan clia fexofenadin hydroclorid 180 mg chua dugc nghién
cliu & tré em duti 12 tudi.

Céc ddi tugng dic biét

Céc nghién clu trong cdc nhom ddi tugng ddc biét (ngudi cao tudi, banh nhan suy gan hodc suy
than) chi ra rdng khong cn thiét phai diéu chinh liéu & nhiing bénh nhan nay.

Hozc theo chi dan clia Thdy thudc.

CHONG CHi DINH: MAn cam vési bt ky thanh phén nao clia thusc.

CANH BAO VA THAN TRONG KHI DUNG THUGC

Do chi c6 di ligu han ché khi sl dung thudc cho ngudi cao tudi, bénh nhan suy gan hoic suy than,
fexofenadin hydroclorid nén dugc s dung than trong trong cdc nhom dic biét nay.

Bénh nhén cd tién sif bénh tim mach c&n dugc canh bao réng thudc khang histamin [a mot nhom
thudc c6 lién quan dén cac phan (ng b4t lgi, nhu nhip tim nhanh va danh tréng ngyc.

Lién quan dén ta dugc

Mau cam E110: ¢6 thé gay phén (ing di (ing.

Thugc nay chifa it hon 1 mmol natri (23 mg) méi vién, c6 nghta Ia “khong c6 natri”.

S{ DUNG THUGC CHO PHY NO CO THAI VA CHO CON BU

Phuy nif c6 thai

Chua c6 nghién citu ddy di vé viéc sl dyng fexofenadin hydroclorid & phy nif mang thai. Cac
nghién clu han ché trén dong vat khong chi ra cic tic dong c hai tryc ti€p hoic gian tiép lién
quan dén.cac tic dong dbi vdi thai ky, sy phét trién clia phi thai/ thai nhi, sy sinh san ho4c sy phat
trién sau sinh. Fexofenadin hydroclorid khéng nén duge sir dyng trong khi mang thai trif khi that sy
cén thiét.
Phy nif cho con bi

Khong c6 dif liéu vé ham lugng thudc trong siia me sau khi ding fexofenadin hydroclorid. Tuy
nhién, khi terfenadin dugc ding cho céc ba me dang cho con b(, fexofenadin da duge tim thdy
trong siia me. Do dé, fexofenadin hydroclorid khong dugc khuy&n cdo cho cic ba me cho con b.
Kha n#ng sinh san

Khong c6 dif ligu trén ngudsi vé tac dyng clia fexofenadin hydroclorid d6i voi khé nang sinh sén. (i
chudt, khong c6anh hubing dén kha nZng sinh sén khi diéu trj bing fexofenadin hydroclorid.
ANH HUONG COA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Trén ca s hé so dugc lyc hoc va béo cdo cic phan (ng bat Igi, khong chic chén réng vién nén
fexofenadin hydroclorid s& gy anh hubing dén kha nang I4i xe ho4c sit dung méay méc. Trong cdc
thir nghiém khach quan, két qua 12 khong cb tac dung déng ké dBi véi chic ning hg thong thdn
kinh trung uong. Dibu nay c6 nghia 1a bénh nhan c6 thé 14i xe hojc thyc hign cac nhigm vy doi hoi
sy tap trung. Tuy nhién, dé xéc dinh nhiing ngudi nhay c&m c6 phan Ung bt thubing véi céc sdn
phdm thudc, nén kiém tra phan (ing c4 nhan trudc khi I4i xe hogc thyc hign cac cong viéc phic tap.
TUONG TAC, TUONG KY CUA THUGC

Fexofenadin khong bj chuyn héa sinh hoc tai gan va do d6 s& khong tuong téc véi céc sén phdm
thubc khac chuyén héa qua gan. Diing dBng thi fexofenadin hydroclorid véi erythromycin hodc
ketoconazol Iam tang néng do fexofenadin trong huyét tuong g&p 2 - 3 14n. Nhing thay d6i nay
khong kém theo bt ky dnh huing nao dén khodng QT va khong lién quan d&n bat ky sy gia ting
cac phan iing bt Igi so véi cac san phdm thubc duge st dyng don I€. Céc nghién clu trén ddng vat
cho thdy c6 sy gia ting nbng d0 fexofenadin trong huy8t tuong sau khi ding chung véi
erythromycin hoic ketoconazol, duéing nhu 13 do sy ting h&p thu qua dubing tiéu hoa va do gidm bai
tiét qua dudng mat hoic duding tiéu hoa.

Khong c6 tuong téc gilla fexofenadin va omeprazol. Tuy nhién, vigc sif dung thudc khang acid chira
gel nhom va magnesi hydroxyd trutic khi diing fexofenadin hydroclorid 15 phat lam gidm sinh kha
dyng, rt c6 thé 1a do gin k&t trong dubing tiéu hoa. Nén dung fexofenadin hydroclorid va céc thudc
khéng acid c6 chita nhdm va magnesi hydroxyd cach nhau 2 gid.

TAC DYNG KHONG MONG MUGN COA THUBC 7
Céc téc dung khong mong mudn dugc phdn loai theo t4n s6 sau: RAt thuting gap (= 1/10); thudng
g4p (= 1/100, < 1/10); khdng thubing gép (= 1/ 1000, < 1/100); higm gap (= 1/ 10000, < 1/1000);
r4t higm gap (< 1/10000), khong rd (khdng thé utc tinh tir dil liu c6 s&n). Trong mdi nhom tén s6,
céc tac dyng khong mong muBn dugc sdp xép theo thir ty gidm ddn mic Ao nghiém trong.

& ngudi 16n, cAc tac dung khong mong muBn sau ddy da dugc bo céo trong cac thir nghigm 1am
sang, vol ty 16 mAc tuong ty nhu da thdy voi gia dugc:

Telfor 180

Fexofenadin HCI 180 mg'

RGi loan h@ thdn kinh

Thuting gap: nhifc d4u, budn ngll, chéng mat.

RGi loan tiéu ha

Thudng gap: bubn non.

R&i loan chung va tai chd diing thudc

Khdng thuting gap: mét moi.

@ nguvi I6n, céc tic dyung khong mong mudn sau ddy da dugc béo cdo trong gidm sat sau tiép thi.
T4n sudt ma ching xay ra khong ro (khong thé utc tinh tir dif ligu c6 sén):

RAi loan hg thong mién djch: phan Ung qué min véi cac bidu hign nhu phii mach, tiic ngyc, kho
thd, do bitng va s6c phén vé toan than.

R loan tam thdn: mét ngl, hi hop, rdi loan gidc ngli hodc gp 4c mong.

R@i loan tim: nhip tim nhanh, dénh tréng ngyc.

RO loan tiéu héa: tidu chay.

R6i loan da va m6 dudi da: phat ban, ndi may day, ngtia.

Thong bao cho bac sTnhiing téc dung khdng mong mudn gap phai khi st dung thudc.

QUA LIEU VA CACH XU/ TRI

Chong mit, budn ngll, mét mdi va khd miéng da dugc béo cdo khi dung qua liéu fexofenadin
hydroclorid. Dung lidu don 12n t6i 800 mg va lidu 690 mg hai I4n mdi ngay trong 1 thang hodc
240 mg mot 14n mdi ngay trong 1 nam cho nhiing ngudi khde manh ma khdng cd phan dng bat Igi
déng k& v8 mat 1am sang so vdi gid dugc. Liéu dung nap tGi da clia fexofenadin hydroclorid chua
dugc x4c djnh.

Cach xit trf: St dung céc bign phap thong thuding dé loai bd phdn thudc con chua dugc hdp thu.
Khuy&n co didu trj trigu chiing va diéu tri h trg. Th&m tach mau khong thé loai b fexofenadin
hydroclorid khoi mau.

DAC TINH DUGC LYC HOC

Nhém dugc Iy: Thudc khdng histamin H1, ding toan than.

Ma ATC: ROBA X26.

Co ché hoat dgng

Fexofenadin hydroclorid Ia thusc khang histamin H1 khdng c6 tac dung an thdn. Fexofenadin la
mot chat chuyén héa c6 hoat tinh dugc Iy clia terfenadin.

Hiéu qua va an toan 1am sang

Céc nghién ciiu vé may day va phan (ing ban do do histamin gdy ra 6 ngudi sau khi udng
fexofenadin hydroclorid lidu duy nhat va hai 1dn mdi ngay cho thdy thudc co tac dung khang
histamin sau 1 gid), dat higu lyc cao nhat sau 6 gits va kéo dai 24 gid. Khong thay co ddu higu dung
nap thudc sau 28 ngay diing thudc. T6n tai mGi quan hé dép tng liéu gilta cac lidu udng 10 mg d&n
130 mg. Trong md hinh hoat tinh khéng histamin, ngudi ta thay réng cdn liu t6i thiéu 130 mg dé
dat dugc hidu qua nhat quan dugc duy tri trong khodng thdi gian 24 gid. Su (¢ ché tdi da d ving da
may day va viing ban do 1a trén 80%.

Khong c6 sy khéc bigt dang ké vé khodng QTc dugc quan sét thdy & nhitng bénh nhan viém mi di
{ing theo muia dugc cho dung fexofenadin hydroclorid I&n d&n 240 mg hai 1dn méi ngay trong 2 tudn
khi so s&nh véi gid dugc. Ngoai ra, khong cd sy thay ddi dang ké vé khodng QTc & nhiing ngudi
khde manh sl dung fexofenadin hydroclorid 18n d&n 60 mg hai 1&n mdi ngay trong 6 thang,
400 mg hal 14n mBi ngay trong 6,5 ngdy va 240 mg mdt 1&n mbi ngay trong 1 ndm, so vdi gia dugc.
Fexofenadin & néng df 16n han 32 14n so véi ndng do trj ligu khdng gdy cham dong dign qua kénh
K* & tim nguoi.

Fexofenadin hydroclorid (5 - 10 mg/ kg dudng ubng) (c ché khéng nguyén gdy co thdt ph& quan &
chudt lang nhay cdm va (rc ché gii phong histamin & néng do trj ligu cao (10 - 100 mcg) tif céc té
bao mang bung.

pAC TINH DUQC DONG HQC

Hép thu

Fexofenadin hydroclorid dugc hdp thu nhanh vao co thé sau khi udng, véi Tmax dat dugc sau khodng
1 -3 gits. Gid tr] Cmax trung binh 12 khodng 494 ng/ ml sau khi dung lidu 180 mg mdi ngay mot ldn.
Phan b’

Fexofenadin g&n két khodng 60 - 70% v6i protein huyét tuong.

Chuyén hoa

Fexofenadin dugc chuyén hoa khong déng ké (tai gan hodc khong tai gan), vi dy Ia hgp chdt chinh
duy nhat duge xac djnh trong nutc tiéu va phan clia dong vat va con ngudi. Nng d trong huyét
tuong ciia fexofenadin gidm theo mot ham s6 mi véi thai gian ban hly cudi cung tir 11 dén 15 gid
sau khi diing nhiéu liu. Dugc dong hoc clia fexofenadin tuyén tinh khi udng lidu don va nhidu lidu
18n t6i 120 mg 2 14n mot ngay. Dung liéu 240 mg 2 14n mot ngay 1am tang nhe (8.8%) dign tich
dudi dudng cong & trang thai 6n dinh, cho thdy duge dong hoc clia fexofenadin tuyén tinh & khodng
lidu tir 40 mg d&n 240 mg ubng mBi ngay.

Thai trir .
Dudng thi trir chinh 1 bai tigt qua mat, trong do t6i 10% liéu uGng duge bai tiét dudi dang khong
d6i qua nudc tidu.

QUY CACH BONG GOI: Hop 2 vix 10 vién.

HAN DUNG: 24 thang ké tir ngay sin xudt.

BIEU KIEN BAO QUAN: Nai kho, nhigt d§ khong qua 30°C, trénh dnh séng,

TIEU CHUAN: TCCS.
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