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USAALLERZ

Fexofenadin Hydroclorid 60 mg; 120 mg

THANH PHAN: Méi vién nén bao phim chira:
USAALLERZ 60
Fexofenadin Hydroclorid ...cooviicineienn, 60 mg
T4 duge: Com starch, Pregelatinised starch, Lactose,
Croscarmellose sodium, Colloidal anhydrous silica,
Talc, Magnesi stearat, Opadry 1l white, Red iron
oxide, Yellow iron oxide vd | vién.

USAALLERZ 120
Fexofenadin Hydroclorid ... 120mg
Ta duge: Com starch, Pregelatinised starch, Lactose,
Croscarmellose sodium, Colloidal anhydrous silica,
Tale, Magnesi stearat, Opadry 1l white. Red iron
oxide, Yellow iron oxide vd | vién,
M ATC: ROGAX26
TINH CHAT
Durgre lyre hge .
USAALLERZ (fexofenadin hydroclorid) ta thude
khéng histamin thé h¢ 2 véi diic tinh dbi vin chen
loc 1én thy cam thé H, ngoai bién. Trong cic thi
nghi¢m trén dong vat, khéng quan sit thay tic dung
khéng cholinergic (d6i khing acetylcholin), the dung
irc ché thy thé alpha;-adrenergic. Hon nira, l]1u§c
khéng gdy nga hay 6 cic tie ddng khdc [én he than
kinh trung vong.
Durge dijng hope
O nhimg ngudi dan dng tinh nguyén khoe mgnh, sau
khi udng lidu duy nhét 2 vién 60 mg, USAALLERZ
{fexofenadin hydroclorid) duge hip thu nhanh véi
thdi gian trung binh dé dat ndng dj 15i da trong
huyét twong 14 2,6 gir. Uing lidu 120 mg mdi lan,
dimg 2 1n mdi ngay. thi fexofenadin s& cé duge
dong hoc tuyén tinh, .
60-70 % fexofenadin hydroclorid két hgp vai
protein huyét wemg, chi yéu la albumin va alpha,-
acid glycoprotein. Cie nghién ¢l ve phin bo thude
trong cdc md bing danh déu phong xa & chudt cho
thiy fexofenadin khong xuyén qua duge hing rio
mach méu ndo. .
Khodng 0,5-1.5 % lidu ding duge chuyén hoa & gan
nhir h§ enzyme cytochrom Py, khoing 3.5% duge
chuyén héa theo con dudmg chuyén hoa thir hai.
Thii gian ban hiy trung binh cia fexofenadin 14 14,4
gitr sau khi udng 60 mg, 2 lin mdi ngay, & ngudi ldn
khoe manh. . .
Nhimg nghién ctru vé cin biing khéi luong & ngudi
cho thiy khoang 80% liéu ding fexofenadin
hydroclorid dnh dau bang C" duge tim thiy trong
phin va 11% trong nude tiéu. V1 chua xde dinh duge
46 sinh kha dung tuyét dbi cia fexofenadin
hydrochlorid, nén ¢him o thinh phin thai i qua
phén 13 thube khong dirge hip thu hay 1a do sy thai
qua mit.

CHI DINH
« Viém mili dj img theo mua
Vién USAALLERZ (fexofenadin hydroclorid) duge
chi dinh diéu trj cdc trigu chimg trong viém mii dj
(mg theo mia & ngudi lém va tré em tir 12 Wi trg
1én nhur ;
- D6 miL, ngim mét vi chay mroe mét.
- Nghgt mii, chay nude mii, hat hoi.
- Ngira miéng. hong, tai v mit,
« B¢nh ndi may day man tinh v céin
Vién USAALLERZ (fexofenadin hydroclorid) d
chi dinh diéu tri c4c biéu hign ngoai da khong bi

chimg trong bénh ndi may day man tinh v cin %ﬁ

ngurd Iém va tré em tir 12 woi o 1én.

LIEU LUQNG VA CACH DUNG f” CONG

Viém mii dj émg theo miia vi bgnh ndi
man tinh v0 ¢din

Negurori Iim v tré em tie 12 tedi tedt 1én: Lidu dé

60 mg ubng 2 lin mdi ngdy hoge 120-180 mg

ngay | lin voi nude. Lidu khai ddu cho nhimg bénh

¢t suy chirc ning thin duge khuyén nghj [a 60
! mg uéng 1 1in mdi ngay,
CHONG CHI DINH

Qué min cam véi fexofenadin hay bit ki thanh phin

ndo cua thude.

TAC DUNG KHONG MONG MUON (ADR)

Trong céc nghién et lim sing co kiém sodt, ty 1§

the dung khéng mong mudn & nhém ngudi bénh

dimg fexofenadin nromg tr nhém ding placebo. TV

I¢ tc dyung khéng mong mudn khong lién quan dén

libu diing va twomg tyr trong ¢ic nhém tudi, gi6i tinh,

ching 16¢.

Tharimg glip (tdc dung khdng mong mon > 1100);
Thin kinh: budn ngd, mét méi, dau diu, mdt ngi,
chong mit;

Tidu hoa: budn ndn, khé tidu:
Khéc: nhiém virus, dau byng kinh, nhiém khudn hd
hip trén...

it gap (J/1000 <tde dung khong mong mudn<1/100);
Thin Kinh: cang thing sg hai; di logn gide ngi
(nhur dc mdng va mat ngi);

Tiéu hda: khi migng. dau bung.

Hiém gap (tdc dung Miong mong mudn < 1/1000):
da ndi ban, may day, ngira; phan (mg qud min: phi
mach, tire ngye, kho the, va 46 bimg mit; chodng
phin v§.

Thng bio cho bic st nhizng tdc dung bt i gap
phii khi ste dyung thube
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ANH HUONG TOT KHA NANG LAl XE VA VAN
HANH MAY MOC
Tuy vién fexofenadin khéng anh hudng dén kha
nang lai xe hay vin hanh miy méc nhumg néu bénh
nhin cam thiy ¢d thé bj dnh hudmg, nén tranh li xe
hode thye hién cic hoat dfng doi hoi phai tinh tdo.

CANH BAO va THAN TRONG
Tuy fexofenadin khéng cé tdc dung phy trén tim
mach, numg viin cin phai thin trong theo doi khi
dimg fexofenadin cho ngudi da ¢d nguy co tim mach
hodc dii c6 khoang QT kéo dai tr trude,
Céin chinh liéu thich hgp khi ding liéu khéi diu cho
bénh nhin suy thin do ting khi dyng sinh hoc v
thdsi gian ban hiy cua thude trén cdc bénh nhin niy,
Céin thin trong khi chon liéu va theo ddi chirc nang
thén che ngudi cao wdi thidmg ¢d suy giam sinh 1y
chire nang thin,
P an todn va tinh higu qua cta thude & tré em dudi
6 thing chua xédc dinh duge,
Ciin ngumg diing fexofenadin it nhit 24-48 gidr tnude
khi ti
trong da.

Thivi ki mang thai
Do chura ¢6 di nghién ci c6 kiém chimg trén phy
nir mang thai, nén chi dang fexofenadin cho phy nir
mang thai khi lgi ich cho mg vugt tedi nguy co doi
vii thai nhi.

Thii ki cho con bi
Khong rd fexofenadin c6 bai tiét qua sira hay khong,
vi vy cin thin trgng khi ding fexofenadin cho phy
nir dang cho con bii.

hanh cdc thir nghiém khing nguyén tiém

TUONG TAC THUOC

Erythromycin va Ketoconazol: lam tang hip thu vi
giam bai tiét fexofenadin trong mit, do dé s& lam
tang ndng do fexofenadin hydrochlorid trong huyét
twrong. Tuy nhién twreng tac khong c6 ¥ nghia rén
lam sing. Fexofenadin hydrochlorid khong gly énh
huimg 1én duge djng hoc cia erythromycin va
ketoconazol. .
Ciic thube khing axit ¢6 chira nhém va magnesi néu
diing déng théi véi fexofenadin s& lam giam hip thu
fexofenadine, vi viy phai ding céc thude ndy céch
nhau khoang 2 gifr. )
Nurde ép tréi cdy nhur mue budi, cam, vi téo ¢6 thé
giam sinh kha dung va sy hign dign fexofenadin
trong huyét twomg. Nén ding vién USAALLERZ vai
nude thudmg.

QUA LIEU VA CACH XU TRi
Chéng mt, budn ngd va khd migng dd duge ghi
nhén khi ding qua liéu fexofenadin. Ding mdt licu
duy nhit 800 mg fexofenadin hydrochlorid va liéu
690 mg. 2 lin mdi ngay,;-Gung mot thing lidn hay
240 mg mdt lin mdi ngay Yrong Y ndm di khong thiy

tic dung ngoai ¥ ding k& irép sing so véi gia
duge. Trong trudmg hy iWifu, ding cdc bign
phip thong thudmg dé loai b/ phiin thude chua duge

(Al

i Jjéu tri trigu chimg v
tri hd trg. Tham phip.mdu lim gidm nong do
thudc trong médu khong déng ke (dén 1,7%). Khong
€6 thude gidi ddc dic higu.
BAO QUAN: O nhigt d¢ dudi 30°C. Trinh dnh séing
tryre tiép v noi am udt.
TRINH BAY: Vi 10 vién nén bao phim, hop 1 vi, 3 vi,
6 viva 10 vi.
HAN DUNG: 36 thang ké tir ngay sén xudt.

hép thu trong éng tiéu hoas
dig.l

Bé xa tam tay tré em
Boc kit hurdmg din siv dyng trude khi ding
Néu cin thém théng fin, xin hoi  kién thiy thude

ihom Trach, E)éng MNai.
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