Té& hwéng dan sir dung cho can bo y té |

H&n dich ubng

ATFexofenadin

DE XA TAM TAY TRE EM
POQC KY HUONG DAN SUF DUNG

TRUOC KHI DUNG

NEU CAN THEM THONG TIN XIN HO!I Y KIEN BAC
ST HOAC DU QcC si

KHONG DUNG THUOC QUA HAN SUF DUNG GHI

TREN NHAN
THUOC NAY CHi DUNG THEO BPON THUOC

THANH PHAN:

Cho 5 mi Cho 10 ml

Hoat chét:

Fexofenadine hydrochloride
Ta dwerc:

(Sucrose, sorhitol 70%,
xylitol, xanthan gum,
poloxamer 407,

titan dioxyd, methyi
hydroxybenzoat,

propyl hydroxybenzoat,
propylen glycol,

dinatri EDTA,

dinatri hydrophosphat
dodecahydrat, natri
dihydrophosphat
dihydrat, hwong trai cay,
nwore tinh khiét).

DANG BAO CHE: Hén dich uéng

CHIi DINH:

Fexofenadine dwoc chi dinh ding dé diéu tri triéu chirng
trong viém miii di (rng theo mua, may day man tinh vé can
& ngudi lon va tré em trén 6 tudi.

LIEU DUNG VA CACH DUNG:

Liéu dung:

Viém mii dj tmg:

Ngui I6n va tré em trén 12 tudi: 60 mg x 2 lAn/ngay hoidc
180 mg, ubng 1 Ian;‘ngéy

Tré em tir 2 dén 11 tudi: 30 mg x 2 lan/ngay.

Mé day man tinh vo can:

Nguwdi I&n va tré em tir 12 tudi trér 1&n: 60 mg x 2 lan/ngay
hodc 180 mg, uéng 1 lan/ngay.

Tré em t&r 2 dén 11 tudi: 30 mg x 2 lan/ngay.

Tré em tir 6 thang t&i 2 tudi: 15 mg x 2 1an/ngay.

Nguwoi gia va suy thén:

Tré em tir 12 tudi tré 1&n va ngudi I6n bi suy than, ngudi
gia: bat dau dung tir liéu 60 mg, ubng 1 lan/ngay, didu
chinh liéu theo chirc ndng than.

Tré em tir 2 dén 11 tudi bi suy than: 30 mg x 1 1&n/ngay.
Tré em tir 6 thang toi 2 tudi: 15 mg x 1 1An/ngay.

Cach dung:

Thudc dung dwéng ubng. Khdng udng véi nwéce hoa qua.
Thoi diém ubng thube khéng phy thudc vao bira an.

Lwu y: Léc k¥ trede khi dung.

30 mg 60 mg

vira du 5 ml vira dd 10 ml

CHONG CHI P|NH:
Qua man voi fexofenading; terfenadine hodc voi bét co
thanh phan nao cla thubc:

CANH BAO VA THAN TRONG:

- C&n than trong va diéu chinh liéd, thich hop khi dung
thudc cho ngudi suy gidm chire ndng, than vi ndng do
thubc trong huyét twong ting do thoigian ban thai kéo
dai.

- Cn than trong khi dung thudc cho ngudi cad.tudi (trén
65 tudi) vi thuwdrng cd suy gidm chirc nang than:

- An toan va hiéu qua chia thudc & tré em duwéi 6 thangtudi
chwa dwoc xac dinh.

- Can ngirng fexofenadine it nhat 24-48 gid trwérc khi tién,
hanh cac thtr nghiém khang nguyén tiém trong da.

- Duing fexofenadine lam bénh vay nén nang thém.

- Thudc nay ¢6 chira sorbitol va sucrose. Viéc sir dung né
khéng dwoc khuyén khich & nguoi khéng dung nap
fructose, kém hép thu glucose va galactose hoéc thiéu
enzyme sucrase/ isomaltase.

- Thudc ndy co chira methyl hydroxybenzoat va propyl
hydroxybenzoat, cé thé gay ra cac phan (ng di &ng (cod
thé bi tri hoan).

SU* DUNG THUOC CHO PHU N(I* CO THAI VA CHO
CON BU:

Phu nir mang thai:

Do chwa c6 nghién clru day du trén ngwoi mang thai, nén
chi dung fexofenadine cho phu ni* mang thai khi lgi ich
cho me vuot trdi nguy co dbi véi thai nhi.

Phu nir cho con bii:

Khéng r6 thube cé bai tlét qua sira hay khong du réng
chua théy tac dung khéng mong mubn & tré so sinh khi
ba me cho con ba dung fexofenadine, vi vay can than
trong khi dung fexofenadine cho phy nir dang cho con bu.

ANH HU'ONG CUA THUOC LEN KHA NANG LAI XE VA
VAN HANH MAY MOC:

Tuy fexofenadine it gay budn ngli, nhung van can than
trong trong khi lai xe, diéu khién may moc hodc thye hién
cac hoat ddng doi héi phai tinh tao. -

TUWONG TAC, TWVONG KY CUA THUOC:

Twong tac thudc: o
Erythromycin va ketoconazol lam tang nbng do fexofena-
dine trong huyét twong nhung khong lam thay déi khoang
QT.

Néng db fexofenadine cé thé bi ting do erythromycin,
ketoconazol, verapamil, cac chéat trc ché p-glycoprotein.
Khéng dung ddng thdi fexofenadine véi cac thube khang
acid chira nhém, magnesi vi sé& lam gidm hép thu
fexofenadine.

Fexofenadine ¢6 thé Iam tang nbng do cdn, cac chat an
than hé than kinh trung wong (TKTW), cac chét khang
cholinergic.

Fexofenadine c6 thé 1am giam ndng dd cac chét trc ché
acetyicholinesterase (& TKTW), betahistin.

Fexofenadine c6 thé bj gidm néng d bdi cac chét trc ché
acetylcholinesterase (& TKTW), amphetamin, cac thudc
khang acid, nwéc ép qua budi, rifampin.

Twong ky:

Do khéng cé cac nghién clru vé tinh trong ky clia thudc,
khéng trdn 14n thube nay véi cac thude khac.

TAC DUNG KHONG MONG MUON (ADR)

Trong céc nghién clru |am sang cé kiém soat, ty 1& gap tac
dung khéng mong muén & nhém ngwodi bénh ding
fexofenadine twong t nhém ding placebo. Cac tac dung
khéng mong muén ciia thube khdng bi anh hwdng béi liéu



- dung, tudi, gi¢i tinh va chiing toc cia bénh nhan.
. Thuong gédp, ADR > 1/100

Than kinh: Budn ngt, mét méi, dau dau, mat ngu, chéng
. mat.
Tiéu hoéa: Budn nén, kho tiéu.
Khéc: Dé bj nhiém virus (cdm, cim), dau bung trong théi
ky kinh nguyét, d& bj nhiém khuan hé hép trén, nglra
hong, ho, s6t, viém tai giira, viém xoang, dau lwng.
It gép, 1/1000 < ADR < 1/100
Than kinh: So' hai, réi loan gidc ngt, &c mdng.
Tiéu héa: Khd miéng, dau bung.
Hiém gdp, ADR < 1/1000
Da: Ban, may day, ngtra.
Phan &ng qua man: Phi mach, tirc ngyc, kho thé, dd
birng, choang phan vé.
' THONG BAO NGAY CHO BAC SI HOAC DUQC Si
' NH(PNG PHAN (PNG CO HAI GAP PHAI KHI SIF DUNG
THUOC.

QUA LIEU VA CAC XU TRI

Qua liéu: Théng tin vé& doc tinh cAp cla fexofenadine con
han ché. Tuy nhién, budn ngl, chéng mat, khé miéng da
dwoc bao cao.

Xir tri: St dung cac bién phap théng thudng dé loai bd
phan thudc con chuwa dwgc hap thu & éng tiéu héa. Diéu
tri hd tror va diéu tri triéu ching.

Thdm phan mau lam gidm ndng d6 thubc trong mau
khéng dang ké (1,7%). Khong co thubc gidi doc dac hiéu.
DAC TINH DUQC LY:

Dwoc lwc hoc:

Nhém duorc ly: Khang histamin thé hé 2, déi khang thu
thé H1.

Ma ATC: ROBAX26

Fexofenadine la thubc khang histamin thé hé hai, cé tac
dung dbi khang dac hiéu va chon loc trén thu thé H1 ngoai
vif Thu6c 1a mét chat chuyén héa cé hoat tinh cla
terfénadine, ciing canh tranh v&i histamin tai cac thy thé
H1 & dudng tiéu héa, mach mau va dwong hdé hép,
nhung khéng con doc tinh ddi véi tim do khéng (e ché
kénh kali lién quan dén su tai cuc té bao co tim.
Fexofenadine khéng cé tac dung dang ké déi khang
acetylcholin, déi khang dopamin va khéng cé tac dung trc
ché thu thé alpha1 hodc beta-adrenergic. O liéu diéu tri,
thuéc khéng gay ngu hay anh hwédng dén than kinh trung
wong. Thubc cé tac dung nhanh va kéo dai do thuéc gan
cham vao thy thé H1, tao thanh phirc hop bén vikng va
tach ra cham.

Dwoc dong hoc:

Hap thu:

Thudce hép thu tét khi dung dwong udng va bat dau phat
huy tac dung sau khi uéng 60 phut. Néng d6 dinh trong
méau dat dwoc sau 2-3 gio. Thirc &n giau chat béo lam
giam ndng d6 dinh trong huyét twong khoang 17% va kéo
dai thoi gian dat ndng do dinh clia thuéc (dén khoang 4
gi®). Tac dung khang histamin kéo dai hon 12 gio. Ty lé
lién két véri protein huyét twong cha thube 1a 60-70%, chi
yéu v&i albumin va alpha1-acid glycoprotein.

Phén bo:

Khéng ro thudc co qua nhau thai hodc bai tiét vao stva me
hay khéng, nhwng khi dung terfenadine da phat hién
dwoc fexofenadine 14 chét chuyén hoéa cua terfenadin
trong sira me. Fexofenadine khéng qua hang rao mau -
nao.

Chuyén hoa va thai trir:

Fexofenadine rét it bi chuyén héa (khoang 5%, chli yéu &
niém mac rudt, chi cé khoang 0,5-1,5% dwoc chuyén héa

& gan nhd hé enzyme cytochrom P450 thanh chét khong
¢6 hoat tinh). Khoang 3,5%iéu fexofenadine chuyén héa
qua pha Il (khéng lién quan dén_hé enzyme cytochrom
F450 ) thanh dan chat methyl este-Chét chuyén héa nay
chi thay & trong phan nén cé thé coSw tham gia clia cac
vi khuan dudng rudt vao chuyén hoa nay, Thoi gian ban
thai clia fexofenadine khoang 14,4 gid; kéo dai hon
(31-72%) & nguodi suy than. Thube thai trlf ehi yéu qua
phan (xap xi 80%) va nuéc tidu (11-12%) ‘duéi dang
khéng ddi.

Duwgre dong hoc & nguwoi suy than:

Clcr 41-80 ml/phut: ndng dd dinh cao hon 87%, thdi gian
ban thai dai hon 59%. ’
Clcr 11-40 ml/phat: ndng dé dinh cao hon 111%, théi gian
ban thai dai hon 72%.

Clcr < 10 mi/phut (& ngudi dang thuc hién thAm phan):
ndng do dinh cao hon 82% va thdi gian ban thai dai hon
31% so v&i ngudi khde manh.

Loai bd bang thdm phan mau khdng hiéu qua.

UY CACH BONG GOI:
Hop 20 éng nha ubng x 5 ml
Hop 30 éng nha ubng x 5 ml
Hép 50 dng nhwa ubng x 5 ml
Hop 20 éng nhya ubng x 10 mi
Hop 30 dng nhyra udng x 10 ml
Hop 50 éng nha udng x 10 ml
Hop 20 gdéi x 5 mi
Hop 30 gdi x 5 ml
Hop 50 g6i x 5 mi
Hop 20 g6i x 10 ml
Hop 30 g6ix 10 ml
Hop 50 g6i x 10 ml
Hop 1 chai x 30 ml (kém 1 cbc dong)
Hop 1 chai x 60 ml (kém 1 cbe dong)
Hop 1 chai x 100 mi (kém 1 cbc dong)

BAO QUAN: Noi khé rao, nhiét 4o khong qua 30°C, tranh
anh sang.

HAN DUNG: 24 thang ké tir ngay san xuét.
TIEU CHUAN: TCCS.
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