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Doc KV HUdNG oAru s[r ouruo rnudc KHr DUNG.

'-o\c BAo NCAy c-o BA( sn -orc D,oc .i Nh:NC - AC DLNC
KHONG MoNG [/uoN GAp pHAr xHr s0 oure rguoc.
NE. CAN IHEIU IhONG TIN XIN hOI \ 

^IEN 
BAC SY

rHANH PHAN cONG THUc rHU6c:
Thanh phan dudc chdt: Fexofenadin hydroclorid

1 vien
................180 mg

Thdnh phdn td dr.lgc gdm: Lactose, tinh bot mi, avicel M1O1 (microcrystallin cellulose),
arbocel 80 (powdered cellulose), natri croscarmellose, povidon K30, magnesi stearat,
hydroxypropyl methylcellulose (HPMC) 2910, polyethylen glycol (PEG) 6000, talc, titan
dioxyd,maud6oxydsat............................vitad0........ lviennen baophim
DANG BAOCHE: vien n6n bao phim

MO TA SAN PHAMr Vi6n n6n bao phim mdu hdng, mOt mdt c6 gach ngang, m6t mat trdn,
canh va thanh vien lanh lan

cHiorNH:
Fexofenadin dUOc chidinh ding didu tri tri6u chfng trong vi6m miridi fng theo milra, mdy
day man tinh v6 c^dn 6 ngudi ldn vd tr6 em tr6n 12 tudi.

CACH DUNG, LIEU DUNG:
" NgrJdi ldn va tr6 em tren 12 tudi:
- V iem m u i di ung: Li6u thong th uo ng: 1 v,e n'ngay. uor g t'uoc bia an.
- [,4ay day man tinh vd cdn: Lidu thong thLldng: 1 viCn/ngay, uong trudc bfa an.
. T16 em duoi 1 2 tudl: Hi6u quA vd an todn c0a fexofenadin hydrocioricl 1 BOmg chrja duoc
nghi6n cdu 6tr6 em du6 12tudi.
- Ngudi gia va suy ihan, suy gan: kh6ng can thjdt didu chinh lidu c0a fexofenadin
hydroclorid cho nhom oenh nhan nay.
Kh6ng c6 y6u cdu ddc biet vd xt ly thu6c sau khi s0 dr,rng.

cH6NG cHioINH:
Qu6 mAn vdi lexofenadin, tertenadin hoac vdi bdt cf thanh phdn ndo c0a thudc.
CANH BAO VATHAN TRoNG KHI DUNG THU6c:
Tuy thu6c khdng c6 doc tinh lron tim n h Lt te rfenad in, nh Llng vAn cdn ihAn trong d6i vdi ngr-ldi

da co nguy co tim mach hoac da c6 khoAng Q - T k6o dai til trudc.
Khong tU dung th6m thudc kh6ng hlstamin nao khac khi dang sfr dung fexofenadin
hydroclorid.
Thantrong khidr)ngthu6cchonguoicochLrcnangthansuygiam,ngudicaotudi(tron65tu6i).
D6 an toan va tinh hi6u quA c0a thu6c 6 116 em d Lldi 6 tu6i chua xac din h dtjdc.
Cdn ngrrng fexofenadln it nhdt 24 - 48 gio truoc khi tidn henh cec thii nghlem kheng nguyen
tiem clLJdi da. DDng fexofenadin ldm b6nh vdy ndn ning l6n.
Thu6c co ch Lta ta d LJoc lactose, bOnh nhan m 5c cdc rdi loan di truydn h idm gdp vd d ung nqp
galactose,chfngthiduhutlactoselapphodcro loanhdpthuglucose-galactosekhongnen
s&dr,rng thudc ndy.
st]ouruo rnu6c cHo pHu N0c6THA| vA cHo coN BU:

Si dung thudc cho phu nu cd lhai; Chua c6 tai lieu nghi6n ciru ddy di tron ngudi mang thai
n6n chi dirng texofenadin cho phu nfr mang thai khi ldi ich cho me vltdt tr6i nguy co ddi vdi
thai nhi.

Sit dung thudc cho phu n0 cho con bi:Dd c6 bing chLJng cho thdy thudc duoc bai tidt qua
sila m e, vi vay khong ding fexofenadin cho ph q n0 dang cho con bu.
Ar.rr HUdruc cOa rHU6c LEN KHA NANG LArxE vA vAN HANH rrrAv rrit6c:
Tuy {exofenadin hydroclorid it gAy budn ng[r, nhLtng vAn cdn phai than trang khi lai xe hoac
di6u khidn mdy m6c ddi h6i phaitinh tao.
TUdNG TAc, TUdNG KY c[,A THU6c:
Erythromycin va ketoconazol lem tang n6ng d0 fexofenadin trong huydt tudng nhUng
knonq lam tnay 0or knoang (] L
N6ng d6 fexofenadin c6 thd bi tdng do erythromycin, ketoconazol, verapamrl, cec chdt fc
chd p-glycoprotein.
Thudc khang acid chLJa nhOm, magnesi ndu d0ng d6ng thdi vdi Fexofenadin hydroclorid se
ldm giAm hdp thu thudc, v) vdy phAi dr)ng cdc thu6c ndy cech nhau khoang 2 gio.
Fexofenadin c6 thd lam ting ndng d0 cdn, c6c chdt an thAn h6 TKTW, cac chdt khang
choiine rgic.
Fexofenadin co thd lam giAm ndng dO cac chdt fc chej acetylcholinesterase (6 TKTW),
beta h isti n.

Fexofenadin c6 thd bi giam ndng d0 b6i cdc chdt r'ic chd acetylcholinesterase (6 TKTW),
amphetamin, cac chdt khang acid, nudc 6p qua bLI6i, rifampin.



Do khong co cec nghiCn cuu v6 tinh tudng ky c0a thudc, kh6ng tron lan thu6c niry vdi

thudc khdc.
rAc DuNG KHONG MoNG Mu6ru cOernu6c:
- ThLIdng gap, ADR > 1/100

ThAn kinh: Budn ng0, mOt m6i, dau ddu, mdt ngi, ch6ng mdt.

TiOu h6a: Budn n0n, kh6ti6u.
Khac: D6 bi nhi6m virus (cam, c0m), dau b{lngtrong thdi ky kinh nguyCt, d5 bi nhi5m khudn

hO hdp tren, ngra heng, ho, sdt, vi6m tai gitra, viem xoang, dau lung

- itgdp, 1/1ooo< ADR < 1/1oo

Thdn kinh: SO hai, rdi loan gidc ng[r,6c mong.

Tiou h6a: Kho mieng, dau blrng.
- Hidmgap,ADR<1/1000
Da: Ban, mey day, ngfa
PhAn rlng qu6 m0n: Phir mach, tfc ngllc, kh6 th6, d6 bung, cho6ng phAn v6.
. Hudng den cech xttri ADR:
Cdc tdi du ng khOng mong mudn cia thudc th udng nhe, chi 2 p% ngndi b6nh phai ng'hg

thudc do cac tac dung khong mong mu6n cia thudc.

ouA r-tEu vA xUrni:
- Thong lin vd doc tinh cdp cira fexofenadl n hyd roclorid con han chd Tuy nhi6n, budn ngi,

chong mat. kho midng da dJoc bao cao
- Xt t;i: Sil d u ng cac bie n phap thong th udng dd loai b6 phdn thudc cdn chLta dLlOc hdp thu a

dng ti6u ho6. Didu tri h6 trq ve didu lri triou chfng
- fndm pnan m6u lam giAm ndng do thudc trong mau khong ddng kd 1,7%) Khong c6

thudc giai doc dac hiCu.

oAC TiNH DUQC LIJC HQC:

Nhom dudc li: th uoc khang h istam in th5 hc 2, ddi kheng thu thd H,. Ma ATC: R064X26

Fexofenadin HCI la thuoc khang histamin thd hC hai, c6 tec dqng ddi kheng dac hiou va

I chon l'c tren thu thd H, ngoai vi. Thudc ld mOt chdt chuydn hoa c6 hoat tinh c0a terfenadin

I nhung khong con doc trnh doi vdi tim do khong fc chd k6nh kali 1i6n quan ddn su tai cuc td

bao co tim. d li6u di6u iri, thu6c khong gdy ng0 hay anh hu6ng ddn thdn kinh trung LJdng'

Th udc co t6c dq n g n hanh vd k6o dai do thudc gin chdm vao th u thd H,, tao thanh ph tJc hdp

bdn v[rng va t6ch ra cham.
DAc TiNH DUqC OONG HQC:

Fexofenadin hydroclorid hdp thu t6t khi dung dLrong udng vd Odt ddu phat huy tac dung sau

khi u6ng 60 phut. Ndng dO dinh trong meu dat duoc sau 2-3 gid. Thfc an giau chdt b6o lam

giam n6ng d6 dinh trong h uySt tddng khoAng 1 7% vd k6o ddi thdi gian d4t ndng d6 dinh cria

tnudc (ddn khoang 4h). Tdc dqrng khang histamin k6o dai hon 12 gid. Ti lc li6n kStvdi

protein huydt tudng cira thu6c ld 60-70%, chir ydu vdi albumin va alpha,-acid glycoprotein.

KhOng rO thudc c6 qua nhau thai hoac bai ti6t vao sUa mq hay khong, nhung khi dtrng

terfenadindaphathi6ndLtdcfexofenadinldchdtchuydnh6a c0aterfenadintrongsatame

Fexofenadinkhongquahangrdomdu-nAo Fexofenadinrdtitbichuydnh6a(khoang5%'
ch0 ydu 6 niem mac ru6t. Chic6 khoang 0,5-1,5% duoc chuydn hoa 6 gan nho he enzym

cytochrom P..o thanh chet c6 hoat tinh). KhoAng 3'5% lidu fexofenadin dLloc chuydn h6a

qua pha ll (khOng liCn quan ddn hC enzym cytochrom P,,.) thanh dan chdt methyl este'

chdt chuydn hoa ndy chi thdy 6 rrong phin n6n co thd c6 sLJ tham gia c0a cdc vi khudn

duong ruot vao chuydn hoa n€ry. Nfia ddi thai trLJ cira fexofenadin khoang 1 4,4 gid, k6o dai

hdn (ai -72%) A nglJdi suy than. Thudc thAi trit ch0 ydu qua phan (xdp xi 80%) va nLtoc tidu

(1 1 -1 2%) duoi dang khong ddi.

DUdc dAng hoc 6 ngudi suY then:

Cl, 41-80 ml/phut: nong do dinh cao hdn 87% niladdi thaitrildai hdn 59%

cl 1 1 -40 ml/phut: nonq do dinh cao hon 1 1'1 %, nia ddi thai tri dei hdn 72%

I 
Cf', . I o ml/phut (d ngudi dang thuc hiCn thdm phAn): ndng d6 dinh cao hdn 82% nila ddi

I thai tru dai hon 3 1 
oo so vd: qguoi khoe manh.

I roai bo thrim phan mau kholg hieu quA.

OUY CACH O6NG G6l: HOp 1 vi x 1 o vien n6n bao phim, Hdp 10 vix 10 viCn n6n bao phim

BAoouAN -HANDUNG:
BAo quAn: Dr-l6i 30"C. Ndi khO rao, tranh anh sang.

H an di ng : 36 thang kd tiJ ngdy sin xudt.

Ti6uchudn:TCCS.

SAn xudt tai:
CONG TY Cd PHAN DUOC PHdM KHANH HOA

Dudng 2/4, P.Vinh Hda, TP Nha Trang, Tinh Khenh Hoe
p".
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