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MAU TO HUONG DAN SUF DUNG THUOC
(MAT TRUOC)
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Vién nén bao phim

Fexofenadin
hydroclorid

TRINH BAY: Hop 1 vix 10 vién.

CONG THUFC:

Fexofenadin hydroclorid ...............c..............1B0mg
Taduoc (Lactose, Tinh botsén, Tale, Povidon,
Magnesi stearat, HPMC 15cps, PEG 6000,
Aerosil-200, Titan dioxyd). ........vd 1 vién nén bao phim
CAC PAC TINH DU'Q'C LIFC HOC:

Fexofenadin I3 thubc khang histamin thé hé méi, c6 tac dung déi khang déc
hiéu va chon loc trén thy thé H, ngoai vi. Fexofenadin 1a mét chat chuyén hod co

hoat tinh cia terfenadin nhung khéng c6 dic tinh véi tim do khég fagd "IW
trc ché kénh kali lién quan dén su &r:gmté béo tim, Fexofenad -‘W{! 73T '-‘;
dung dang ké déi khang acetylcholin, déi khang dopamin INg€o fc dung ™~ | S
tre ché thu thé alpha, hoac beta - adrenergic. O lidu didu # hubdit gaiyisadn y el b ¢
ngl hay dnh huéng dén thén kinh trung wong. Thubc cé EduAg n :&ﬁe N
dai do thubc gén chim vao thy thé H,, tao thanh phirc holp béh vz %‘g é“

JC PHAM

cham.

CAC BAC TINH DU'Q'C PONG HOC:
- Hép thu: Thubc hép thu tot khi ding duréng ubng. Sau kF \
mg, ndng dé dinh trong mau khodng 142 nanogam/ml, dat
Thirc &n lam giam néng dé dinh trong huyét trong khoang TR%:
lam cham théi gian dat ndng dd dinh cua thuée. R NG
- Phén bé: Ti18 lién kétvéri protein huyét tirong clia thubc 1 60 - 70%, chryad 12
véi albumin va alpha, - acid glycoprotein. Thé tich phan bé 14 5,4 - 5,8 lit’kg.
Khéng ré thubc cé qua nhau thai hoac bai tidt vao sira me hay khang, nhung khi
dung terfenadin da phat hién dwoc fexofenadin la chét chu;gn hod cla
terfenadin trong sira me. Fexofenadin khéng qua hang réo mau - ndo.

- Chuyén héa: X&p xi 5% lidu dung cla thubc dugc chuyén hod. Khodn
0,5 - 1,5% dugc chuyén hoa & gan nhé hé enzym cytochrom P,,, thanh d1£
khéng cé hoat tinh. 3,5% duroe chuyén hod thanh dn chit ester methyl, chi
yéu nhér hé vi khudn rust.

- Théi trir: Nura doi thai trir cda fexofenadin khodng 14,4 gid, kéo dai hon &
ngudri suy thén. Thudce thai trir chl yéu qua phén (xdp xi B0%), 11 - 12% lidu
ding dugcthai trir qua nudc tidu dudi dang khang déi.

CHIi BINH:

Fexofenadin hydrociorid 180 mg dugc chi dinh ding diéu tri triéu chirng trong
viém mi di 'ng theo mua, may day man tinh vé can & ngudilén vatré emtir 12
tuditrérién.

CHONG CHi BINH:

Qué min véi fexofenadin hodc bétct thanh phin nao cia thubc.

CACHDUNG -LIEULUONG:

Dang theo syrchidén cda béc sT

Thuoe dung dwéng ubng, théi diém ubng thude khéng phu thube vao biva an.

- Ligu théng thuérng dé didu tri triéu chirg cho ngudi ion va tré emtir 12 tudi tré
lén la ubng métian O1vién /ngay.

- Ngurdi suy thén: Ngudi Ién va tré em tir 12 tudi tré 18n bi suy than hay phai
th&m phan méu diing theo sir chidin ciia bacs.

- Ngurén suy gan: khéng cin didu chinh ligu.

- Tré em dudi 12 tudi: dung theo sy chi dén clia bac T,
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' MAU TGO HUONG DAN SU’ DUNG THUOC
(MAT SAU)

TWONG TAC THUOC:

Erythromycin va ketoconazol lam tang ndng dé va dién tich dudi duang cong
ndng dé - thai gian clia fexofenadin trong méu, co ché cé thé do lam tang hip
thu va gidm thai trr thube nay. Tuy nhién, tirong tic khdng c6 § nghia trén Iam

sang.
Thuic khéng acid chita nhdm, magnesi néu diing ddng thai véi fexofenadin sé
lam gidm hép thu thube, vi vay phai ding cac thuéc nay cach nhau (khoang 2
Qiér).
THAN TRONG KHI DUNG THUOC:
Tuy thuée khdng cd déc tinh trén tim nhir chét terfenadin, nhung vBn can than
trong theo déi khi ding fexofenadin cho nguwéi da c6 nguy co tim mach hodc da
c6 khodng Q- T kéo dai tir truére,
Cén khuyén ngudi bénh khéng ty diing thém thue khang histamin nao khac
khi dang sir dung fexofenadin.
Cén than trong va didu chinh lidu thich hop khi diing thube cho ngudi cb chirc
nang thén bj suy giam vi ndng d9 thude trong huyét trong ting do nira doi thai
trir kéo dai. Cén than trong khi diing thudc cho ngudi cao tubi (trén 65 tudi)
thurérng cb suy gidm sinh li chirc ndng thén.
‘ 6 an toan va tinh hiéu qua clia thubc & tré em dudi 6 tudi chua xéc dinh duoc.

Cén ngirg diing fexofenadin it nhdt 24 - 28 gi¢ trude khi tién hanh cac thir
| nfﬂem khang nguyén tiém trong da.

TAC DUNG KHONG MONG MUON:
Trong cac nghién clru 1am sang co kiém soat, 1 1§ géip tac dung khéng mong
muén & nhém nguéi bénh dung fexofenadin trong tir nhém ding placebo. Cac
tac dung khéng mong muén ciia thubc khéng bi anh hirdng bdi lieu dung, tubi,
gidi va chling tdc ctia bénh nhan.
Thudmg gép, ADR >1/100
Thén kinh: budn ngii, mét méi, dau d4u, matngl, chéng mét.
Tiéu hoa: budn nén, kho tidu,
Khéc: nhiém virus (cdm, cim), dau bung kinh, nhim khudn hé hip trén, nglra
hong, ho, sét, viém tai gitra, viém xoang, dau lrng.
ltgép, 1/1000 <ADR < 1/100
Thén kinh: s¢ hai, réiloan gidc ngl, 4c mdng. |~
Tiéu hoa: khé miéng, dau bung. Z
Hiém g&p, ADR <1/1000
Da: ban, may day, ngira.
Phén (rng qué mén: phi mach, tire ngire, khé thé, dd birng, choang phan vé.
Céc tac dung khéng mong mubn cla thudc thudng nhe, chi 2,2% nguréi bénh
phai ngimg sir dung thubc do céc tc dung khdng mong mudn clia thudc.
THONG BAO CHO BAC SINHONG TAC DUNG KHONG MONG GAP PHAI
KHI SUPDUNG THUOC.
SU’ DUNG CHO PHY N{F CO THAI VA CHO CON BU:
Do chura c6 nghién ctru gy dl trén nguéi mang thai, nén chi diing fexofenadin
cho phy nir mang thai khi loi ich cho me vuret trdinguy co déi véi thainhi.
Khéng 18 thude o6 bai tiét qua sira hay khdng, vi vay cin thén trong khi ding
fexofenadin cho phu nl dang cho conba.
TAC BONG CUA THUGC KHI LAI XE VA VAN HANH MAY MOC:
Tuy fexofenadin it gay bubn ngu, nhung vAn cin than trong khi 14i xe hodc didu
khién may méc doi héi phaitinh tio.
QUA LIEU VA XUr TRi:
Théng tin vé dbc tinh cAp clia fexofenadin con han ché. Tuy nhién, budn ngd,
chéng mat, khd miéng da duocbéocéao.
Xir tri: sr dung céc bién phép théng thiréng dé loai bé phén thuéc con chura
duochdp thu & dng tidu hod. Didu tri hd tro va didu trj triéu chirng.
| Tham phan mau lam gidm ndng d6 thudc trong mau khdng dang ké (1,7%).
Khéng c6 thube gidi doc dac higu.
HAN DUNG: 36 thang ké tir ngay san xuét.
' Khong ding qué théi han ghi trén bao bi.
| BAO QUAN: Noi khd, nhigt dd dudi 30'C, tranh anh séng.

CONG TY CO PHAN DUQ'C PHAM TRUNG U'O'NG 2
9 Trédn Thénh Toéng - Q. Hai Ba Trung - Ha N§i - Vigt Nam
BT: 04.38715438 FAX: 04.38211815
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