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MAU TO HPONG DAN S’ DUNG THUOC

(MAT TRU'OC)

DE XA TAM TAY CUA TRE EM Ak o)
BC KY WIONG DAN SU DUNG KHI DUNG |WHO - GMP|
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Vién nén bao phim

Fexofenadin
hydroclorid

TRINH BAY: Hop 1 vix 10 vién, hdp 2 vi x 10 vién,
CONG THUFC:

Fexofenadinhydroclorid ................................ 60mg
Té dugc(Lactoss, Tinh botsan, Talc, Povidon,
Magnesi stearat, HPMC 15 cps, PEG 6000,
Aerosil-200, Titan dioxyd). -......vd 1 vién nén bao phim
CAC PAC TiNH DUPO'C LIFC HOC:

Fexofenadin la thuéc khéng histamin thé hé méi, cé tac dung déi khéng dac hiéu
va chon loc trén thu thé H, ngoai vi. Fexofenadin la mét ch4t chuyén hoa co hoat
tinh cua terfenadin nhung khdng cd dc tinh véi tim do khéng cé tic dung (rcehé
k&nh kali lign quan dén su tai cuc t bao tim. Fexofenadin khong co e &
dang ké déi khang acetylcholin, déi khang dopamin va khang cb tag Aung

thy thé alpha, hoac beta - adrenergic. O fidu didu tri, thudc t gay’®

énh hudng dén thén kinh trung wong. Thuéc cb tac dung nha fhwa

thudc gén cham vao thu thé H,, tao thanh phire hop bén virmg vi/tac
CAC BAC TINH DU'Q'C BPONG HOC:

- Hép thu: Thubc hép thu t6t khi ding duéng ubng. Sau khi
mg, ndng dé dinh trong mau khodng 142 nanogam/ml, dat duk
Thirc an lam gidm nbng dd dinh trong huyét tong khodng 179
lam chém théi gian dat néng d6 dinh cua thubc. 7
- Phén bo: Ti 18 lién két véi protein huyét tweong cla thubc 13 60 - 70%,. cha
véi albumin va alpha, - acid glycoprotein. Thé tich phan bé 1a 5,4 ~5;8
Khéng ré thudc c6 qua nhau thai hodic bai tiét vao stra me hay khéng, nhung
dung terfenadin d3 phat hién dugc fexofenadin la chit chuyén hoa cla
terfenadin trong sira me. Fexofenadin khdng qua hang rao mau - ndo.

- Chuyén héa: X4p xi 5% lidu ding ciia thubc duoc chuydn hod. Khod
0,5 - 1,5% duroc chuyén hoa & gan nhé hé enzym cytochrom P.., thanh ch
khéng cé hoattinh. 3,5% duroc chuyén hoa thanh diin chitester methyl, chi yéu
nhér hé vi khudn rudt,

- Théi trr: Nira doi théi trir clia fexofenadin khodng 14,4 gid, kéo dai hon &
ngudi suy than. Thubc thai trir chil yéu qua mandg;ép xi B0%), 11 - 12% lidu
ding duge thai trir qua nurérc tidu dudri dang khéng ddi.

CHIiBINH:

Fexofenadin hydroclorid 60 mg duec chi dinh ding didu tri trigu chimg trong
viém mdi dj irng theo miia, may day man tinh v can & ngurdi lén va tré em tir 12
tuditrd 1én.

CHONG CHI BINH:

Qua mén véi fexofenadin hodc bitctr thanh phin nao cia thuéc.

CACH DUNG - LIEU LU'Q'NG: Ding theo s chidén ciia béc s,

Thuébce diing duéng ubng, thai diém ubng thubce khéng phu thudc vao bira an.

- Viém mii dj tng: liéu thdng thurdng d& didu trj tridu chirng cho ngui Ién va tré
em tir 12 tudi trd Ién Ja 60 mg x 2 lan/ngdy hodic 180 mg ubng 1 lan/ngay. Lidu
cao hon cé thé tang 16 240 mg x 2 lAningay khéng lam ting thém tic dung didu

tn.

-May day man tinh vé cén: Lidu théng thuéng cho nguUdi m va tré em tir 12 tudi
trér 1&n 3 60 mg x 2 lAn/ngay,

- Ngudi suy thén: Ngui 1én va tré em tir 12 tudi tré 18n bj suy than hay phai thdm
phén mau dung liéu 60 mg x 1 lAn/ngay.

~ Ngueri suy gan. khéng can diéu chinh lidu.

- Tré em dudi 12 tudi: dung theo sur chi din clia bac si.

N .
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MAU TO HUONG DAN SUF DUNG THUOC
(MAT SAU)

TU'O'NG TAC THUOC:
Erythromycin va ketoconazol lam tang néng 46 va dién tich dudi dwéng cong
néng dé - théi gian ctia fexofenadin trong mau, co ché 6 thé do lam ting hap thu
va gidmthai trir thudc nay. Tuy nhién, tac khdng ¢6 § nghia trén I3m sang.
Thubc khar? acid chira nhdm, magnesi néu dung dong théi véi fexofenadin sé
lam gidm hap thu thuéc, vi vay phai diing cac thubc ndy cach nhau (khodng 2
gior).
THAN TRONG KHI DUNG THUGC:
Tuy thube khdng c6 ddc tinh trén tim nhur chit terfenadin, nhung van can than
trong theo d&i khi ding fexofenadin cho nguéi da c6 nguy co tim mach hodc da
b khodéng Q - T kéo dai tir trurée,
Cén khuyén ngudi bénh khéng tur dung thém thuéc khang histamin nao khac khi
dang st dung fexofenadin.
Cén than trong va didu chinh lidu thich hop khi diing thubc cho ngudi o6 chirc
nang than bj suy gidm vi néng dé thuéc trong huyét trong tang do nira doi thai
trir kéo dai. Can than trong khi ding thudc cho ngudi cao tudi (rén 65 tudi)
thurérng co suy giam sinh li chire ndng than,
92 an toan va tinh hiéu qua clia thudc & tré em dudi 6 tudi chura xac dinh duge.
Can ngirng diing fexofenadin it nhét 24 - 28 gié truée khi tién hanh cac thir
hiém khang nguyén tiém trong da.

TAC DUNG KHONG MONG MUON:
Trong cdc nghién clru 18m sang c6 kidm soét, i 18 gap tac dung khéng mong
muén & nhém ngudi bénh ding fexofenadin treng tr nhém diing placebo. Céc

téc dung khéng mong mudn clia thubce khdng bi dnh huéing béi liéu diing, twéi,
. gidri va chiing thc clia bénhnhan.

Thuenggép, ADR >1/100

Thén kinh: budn ngd, métmai, dau dAu, mét ngti, chéng mat.
Tiéu hod: buén nén, khé tidu.
Khac: nhiém virus (cdm, cam), dau bung kinh, nhi§m khun hé hdp trén, ngy
hong, ho, sét, viém tai gita, viém xoang, dau lung.

ltgép, 1/1000 <ADR < 1/100

Thin kinh: so hai, réi loan gidc ngd, 4cmdng. /

Tiéu hod: khé miéng, dau bung. ]

Hiém gép, ADR <1/1000

Da: ban, may day, ngtra.

Phan Umg qua man: phii mach, tirc ngurc, khé thé, d6 birng, choang phan vé.

Céc tac dung khdng mong muén cla thube thuéng nhe, chi 2,2% ngudi bénh

phai ngimg sir dung thudc do céc tic dung khdng mong mudn ctia thude.

THONG BAO CHO BAC ST NHU'NG TAC DUNG KHONG MONG GAP PHAI

KHI SUDUNG THUOC. .

S DUNG CHO PHU NIF CO THAI VA CHO CON BU:

Do chura c6 nghién ciru day du trén ngurdi mang thai, nén chi ding fexofenadin

cho phu nir mang thai khili ich cho me vurot i nguy co déivéi thai nhi.

Khéng 6 thubc co bai tiét qua sira hay khéng, vi vay cAn than trong khi dung

fexofenadin cho phunir dang cho con bu.

TAC DONG CUA THUOC KHI LAl XE VA VAN HANH MAY MOC:

Tuy fexofenadin it giy budn ngd, nhung vEn cin than trong khi ldi xe hoa

khién may méc dai hoi phai tinh to.

QUA LIEU VA XUr TRI:

Théng tin vé déc tinh cdp clia fexofenadin con han ché. Tuy nhién,

chéng mat, khdé miéng da durgc bao cdo.

X tri: slr dung céc bién phép théng thudng dé loai bé phén thubc cd
du';rc hép thu & éng tiéu hoa. Didu tri hé trer va didu tri tridu chimg.

’ Tham ph&n mau lam gidm ndng 86 thubc trong méu khéng déng ké (1,
Khéng co thudc giai déc déc hidu.

HAN DUNG: 36 thang k& tir ngay san xudt

Khéng dung qué thei han ghi trén bao bi.
BAO QUAN: Noi khd, nhiét dé duéi 30°C, tranh &nh sang.
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